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22067 Veterans VA amends rules making disclosure of
social security numbers mandatory in certain
instances; effective 1-26-79
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issue)



OHighlights

FEDERAL REGISTER Published daily, Monday through Friday,
(not published on Saturdays, Sundays, or on official holidays),
by the Office of the Federal Register, National Archives and
Redords Service, General Services Administration, Washington,
D.C. 20408, under the Federal Register Act (49 Stat. 500, as
amended; 44 U.S.C. Ch. 15) and the regulations of the
Administrative Committee of the Federal Register (1 CFR Ch. I).
Distribution is made. only by the Superintendent of Documents,
U.S. Government Printing Office, Washington, D.C. 20402.

The Federal Register provides a uniform system for making
available to the public regulations and legal notices issued by
Federal agencies. These include Presidential proclamations and
Executive Orders and Federal agency documents having general
applicability and legal effect, documents required to be
published by Act of Congress and other Federal agency
documents of public interest. Documents are on file for public
inspection in the Office of the Federal Register the day before
they are published, unless earlier filing is requested by the
issuing agency.
The Federal Register will be furnished by mail to subscribers,
free of postage, for $5.00 per month or $50 per year, payable in
advance. The charge for individual copies of 75 cents for each
issue, or 75 cents for each group of pages as actually, bound.
Remit check or money order, made payable to the
Superintendent of Documents, U.S. Government Printing Office,
Washington, D.C. 20402.

There are no restrictions on the republication of material
appearing in-the Federal Register.

Area Code 202-52375240,
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rules on project grants for preventive health
services
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eligibility requirements for services
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22057 Antibiotic Drugs HEW/FDA revises the standard
response line concentrations for tetracycline
antibiotic drugs; effective 5-14-79

22176 Quiet Communities EPA intends to award three
types of financial assistance
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limitations applicable to National banks; effective
6-12-79 (Part VII of this issue)

22088 Commodity Option Transactions CFTC proposes
to implement three-year year pilot program to
permit trading in U.S. on domestic boards;
comments by 6-12-79

22420 Budget Authority OMB publishes cumulative
report on rescissions and deferrals (Part XI of this
issue)
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issue)

22248 Sunshine Act Meetings
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Title 3- Proclamation 4657 of April 11, 1979
The Presdent Loyalty Day, 1979

By the President of the United States of America

A Proclamation
In our country, loyalty has a deep and complex meaning. It does not refer to
allegiance to the tenets of an ideological doctrine nor does it convey a blind
faith in a single leader or political party. A respect for our flag is part of what
we mean by loyalty, but the concept goes well beyond a reverence for our
national symbols.
To the citizens of our country, loyalty means a devotion and a dedication to
our democratic traditions of liberty and justice. It is an acknowledgement of
our responsibilities and duties as citizens to nurture and preserve those
freedoms. It also conveys a respect for our fellow citizens who have fought,
and sometimes died, to establish and protect our country and our ideals.
To encourage the people of the United States to reflect on our democratic
heritage and institutions, the Congress, by a joint resolution approved July 18,
1958 (72 Stat. 369) has designated May I of every year as Loyalty Day, and has
requested the President to issue a proclamation inviting the people of the
United States to observe that day with appropriate observances.
NOW, THEREFORE, I, JIMMY CARTER, President of the United States of
America, call upon all Americans to observe Tuesday, May 1, 1979, as Loyalty
Day. I also ask the appropriate officials of the Government and all citizens to
display the flag of the United States on all Government buildings and other
fitting places.
IN WITNESS WHEREOF, I have hereunto set my hand this eleventh day of
April, in the year of our Lord nineteen hundred seventy-nine, and of the
Independence of the United States of America the two hundred and third.

[FR Doc. 79--11830 'Filed 4-12-79; 10#45 am]

Billing code 3195-01-M





The President 22027

Executive Order 12130 of April 11, 1979

President's Commission on the Accident at Three Mile Island

By the authority vested in me as President by the Constitution of the United
States of America, and in order to provide, in accordance with the provisions
of the Federal Advisory Committee Act (5 U.S.C. App. 1), an independent
forum to investigate and explain the recent accident at the nuclear power
facility at Three Mile Island in Pennsylvania, it is hereby ordered as follows:

1-1. Establishment.

1-101. There is established the President's Commission on the Accident at
Three Mile Island.

1-102. The membership of the Commission shall be composed of not more
than twelve persons appointed by the President from among citizens who are
not full time officers or employees within the Executive Branch. The President
shall designate a Chairman from among the members of the Commission.

1-2. Functions.

1-201. The Commission shall conduct a comprehensive study and investiga-
tion of the recent accident involving the nuclear power facility on Three Mile
Island in Pennsylvania. The study and investigation shall include:

(a) a technical assessment of the events and their causes;

(b) an analysis of the role of the managing utility;

(c) an assessment of the emergency preparedness and response of the Nuclear
Reguldtory Commission and other Federal, state and local authorities;

(d) an evaluation of the Nuclear Regulatory Commission's licensing inspec-
tion, operation and enforcement procedures as applied to this facility;

(e) an assessment of how the public's right to information concerning the
events at Three Mile Island was served and of the steps which should be
taken during similar emergencies to provide the public with accurate, conipre-
hensible and timely information; and

(f) appropriate recommendations based upon the Commission's findings.

1-202. The Commission shall prepare and transmit to the President and to the
Secretaries of Energy and Health, Education ard Welfare a final report of its
findings and recommendations.

1-3. Administration.

1-301. The Chairman of the Commission is authorized to appoint and fix the
compensation of a staff of such persons as may be necessary to discharge the
Commission's responsibilities, subject to the applicable provisions of the
Federal Advisory Committee Act and Title 5 of the United States Code.
1-302. To thle extent authorized by law and requested by the Chairman of the
Commission, the General Services Administration shall provide the Commis-
sion with necessary administrative services, facilities, and support on a
reimbursable basis.

1-303. The Department of Energy and the Department of Health, Education
and Welfare shall, to the extent permitted by law and sub~ject to the availabil-
ity of funds, provide the Commission with such facilities, support, funds and

21-F27The President



services, including staff, as may be necessary for the effective performance of

the Commission's functions.

1-304. The Commissibn may request any Executive agency to furnish such
information, advice or assistance as it deems necessary to carry out Its

--functions. Each such agency is directed, to the extent permitted by law7 to
furnish such information, advice or assistance upon request by the Chairman
of the Commission.
1-305. Each member of the Commission may receive compensation at the
maxinium rate now or hereafter prescribed by law for each day such member
is engaged in the work of the Commission. Each member may also receive
travel expenses, including per diem in lieu of subsistence (5 U.S.C. 5702 and
5703).
1-306. The functions of the President under the Federal Advisory Committee
Act which are applicable to the Commission, except that of reporting annually
to the Congress, shall be performed by the Administrator of General Services.

1-4. Final Report and Termination.

1-401. The final report required- by Section 1-202 of this Order shall be
transmitted not later than six months from the date of the Commission's first
meeting.

1-402. The Commission shall terminate two months after the transmittal of Its
final report.

THE WHITE HOUSE,
April 11, 1979.

[FR Doc. 79-11831

Filed 4-12-79; 1m.46 am]

Billing code 3195-01--M
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OFFICE OF PERSONNEL
'MANAGEMENT

5 CFR Part 720

Affirmative Employment Programs

AGENCY. Office of Personnel
Management

ACTIOm Fimal Regulations.

SUMMARY: These regulations implement
a Federal Equal Opportunity
Recruitment Program, as required under
5 U.S.C. 7201, and in accordance with
program guidelines established by the
Equal Employment Opportunity
Commission, which appear as an
Appendix to this part. These regulations
are intended to !irovide a broad
framework to ensure uniform, coherent
and effective standards for the
enforcement of governmentwide
recruitment policies and programs
designed to eliminate
underrepresentation of minorities and
women in civil service employment.
EFFECTiVE DATE: April 12, 1979.
FOR FURTHER INFORMATION CONTACT=
Tom Dausch, Office of Affirmative
Employment Programs, Office of
Personnel Management, 1900 E Street
NW., Washington, D.C., 20415, (202) 245-
9470.
SUPPLEMENTARY INFORMATION:

Background

On February 9,1979, the Office of'
Personnel Management published
proposed rules to implementa Special.
Federal Recruitment Program (44 FR
85701 and invited comments from the
public on its proposals. Comments were
received from 45 individuals and
organizations. In addition on February
26,1979, the Office held a public hearing
to allow interested parties an
opportunity to provide oral testimony

concerning the proposed regulations.-
Finally, the Office continued Its
consultation with the Equal Employment
Opportunity Commission, pursuant to
Executive Order 12.67.

As a result of comments and
suggestions received during this period.
the Office has modified the final
regulations as discussed below. The
Office vill also supplement the
regulations vith guidance issued
through the Federal Personnel Manual
System which will address certain other
concerns expressed during the public
comment period.

Change in Program Title
Several commentators including

Representative Garcia, author of the
legislation, suggested that the proposed
program title, Special Federal
Recruitment Program, carried a
connotation of preferential treatment for
minorities and women n securing
Federal employment. Accordingly, the
title has been changed to Federal Equal
Opportunity Recruitment Program.

Coverage
One Federal agency suggested that

the proposed rules extended coverage
beyond what is required in the law.
Specifically it was pointed out that the
statutory definition of "category of civil
service employment" limits coverage to
the General Schedule and the prevailing
wage systems. In a review of the Civil
Service Reform Act to determine what
categories of civil service employment
are included in the Federal Equal
Employment Opportunity Recruitment
Programs, the EEOC and OPM
concluded that Section 7151 does not
include the newly createa Senior
Executive Service. The Senior Executive
Service is the successor classification
system for positions that were formerly
GS 16-GS 18.

Specifically, Section 7151. in creating
the recruitment program, states that a
"Category of civil service employment
means:

"(A] Each grade of the general
schedule described in Section 5104 of
this title;

"(B) Each position subject to
subchapter IV of chapter 53 of this title;
"(C) Such occupational, professional,

or other groupings (including
occupational series) within the
categories established under
subparagraphs (A) and (B) of this

paragraph as the office detarmirs
appropriate." Section 5104 and
Subchapter IV of Chapter 53 include
General Schedule (GS) employees in
grades 1-18 and certain other tradesmen
or craftsmen positions not included in
the General Schedule. However, Section
7151(c) refers only to those groupings in
(A) or (B) and creates no new coverage
not already extended by those sections.
Consequently, the final regulations will
make it clear that Equal Opportunity
Recruitment Programs apply only to the
General Schedule and prailing wage
systems, and to agencies having such
positions.

At the same time, however, the Office
urges agencies to undertake similar
recruitment efforts in filling positions
not specifically covered under the
statute. Further, the Equal Employment
Opportunity Commission expressed, in a
record vote on these regulations, its
intention to require appropriate
recruitment and affirmative action-for
all positions, including those covered by
the Senior Executive Sevce, in agency
Equal Employment Opportunity Plans
under Section 717 of the Civil Rights Act
of 19I4, as amended.

Several commentators expressed
concern that the proposed regulations
did not include coverage ofihandicapped
and older persons. The Office notes that
neither 5 U.S.C. 7201 nor EEOC's
program guiddlines include such
coverage. Moreover, the practical
problems with respect to labor force
data on these groups make extension of
program coverage inappropriate at this
time.

Other commentators expressed
concern that the extension of coverage
to include women represents-an overly
expansive interpretation of the statute.
which specifically applies only to
minorities. The law required OPM to
issue regulations pursuant to EEOC
guidelines. Since those guidelines
covered women, so do OPM regulations.

Definitions

Numerous comments were directed at
the definitions found in § 720.202 of the
proposed rules. The comments, and
OPM's response to them are discussed
as follows:

Underrepresentation. A number of
commentators raised questions about
this definition and recommended that
the effects of veterans preference and
legitimate differences in knowledge.
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skill and ability among groups shouldbe
taken into account in making . -
underrepresentation determinations. In
drafting the proposedrules,'OPM ibosely
follbwed-the language -of the ,statute and
EEOC's guidelines in defining
underrepresentation."hose additional
factors should be'consideredin
developing programs ralher than in
calculating 'underrepres entation.

9Other -commentators lelt that 1he
regulations 'hould'expilamithe
relationship between
underrepresenlation, as used in tis
program, anda adverse impact, as zdefined
in the Uniform Guidelines on:Employee
Selection Procedures 143 -R Z8290).
Since these are -entirely differert
concepts, :OPMbelieves That such an
explanaionis unnecessary.

Categoryo'cfv&Ilervice employmenL
One Federal agency suggested fthat
agencies, not 'OPM,'shoild~have the
responsibility for-defining employment
categories. However, both the law and
EEOC's, idelines'squarely~place
responsibIlity -for aecdingvn
.occupationa and grade groupings o -

OPM. This i-s mecessary to ensure
consistent amdamiform application and
reporting. In cairffing4out this Funt on,
however. OPM is mindful of The need to
define its categories broadly .enough'to
give agencies flexibility to subdivide.
them in meaninmu ways- whicl wil
contribute to the identificationuand
elimination ofamnderrepresentation.

Civillan laborfiore. Se'veral
'commentators Aquesioned lis ilefirition
and its Telianceonmzensus Zata,-Wc1dh
are conuldereitobe ouitdaledand
unreliable. Again, OPMrelied'on he
statute and EEOC-guidelines as The
bases for its definition.7he .XAnition
has been modified, ]mwever, to permit
the museof eaher re'liable-statistical
studies.

It was Dso )oited nut lthadpersonis
underagei8 are iol eneraly eligible
for'Yederal jobs and that The tfinition
of civilian labor forze tou't to be, -
changed o -ecognaize fhat 'aat. OPM
believes t(hisihas little ignificance for
program :purposes andnso will-zontinue
to use the ilefinitioncontainedin
EEOC's tfidelines.

Anothei recommendation was to -

include residents of Puerto Rico uspart
of thecdivillanlabor force forpurposes:of
computing ,'anderrepresen tation. Itis
OPM's, understanding !Thatdataon T-
race -andiethrficity -o .Puerto Rican
residents are not collected.
Consequenrtly, data hat are available
are notz.usefuiliconne1i on. ththe
program.

RecritmenSeyeralrommentators
felt thaitalhclusio ofrtrialxecrtfitmnt"

activities within the scope of the
program is'contrary to the intent of the
legislation. OPM believes that many
problems of underrepresentation can be
alleviated -as a result-of Internal -
recruitment efforts. The regulations are
intended'to provide optimum balance
between external and internal
approaches and to give agencies the
flexibility lo ',oose The most teffective
solutions to the problems ihey identify.

Some concernswas'expressed abont

the -term, YualifiablW' as ita ppearsin
the defirition f ecrnitment. "in 'these
final fegulations, its mearfing has."been
clarified.
- Apphicantpoo7s.Thiere erequestions
raised atoulamphaseis and coverage in
this defintion. Since The defiuition was
intended to be illustrative and olall
inclusive, it has not been-modified.

OPM Responsibilities

Certain of the comments siiggested
thatOPMshouldbemmore pecific in
describing the guidance ithvillpmvide
and the assistance agencies canexpect.
inimplemening he programn.
Accordingly. OPM ihas -added several
new items to ts Ristofxresponsibfiities,
under the regulations.

Severalommentators suggested ,tha t
a program that focuses on recruitment
will not, of itSelf, 'esolve problems of
underrepreseiftadbin and that alternative
selectionprocedures mustbe instituted
by OPMand-madeani tegralpartof
the program. On-the 'otherlband,others
have advised-OPM 'to make it clear Tat
the program is milo aisguW- for a
0referentialtreatment, quotanifing
system. PMis awareoi thepotential
difficulties and iposible -abuses Thabcan
occurin -aprogra,'such-as This.'
Nevertheless, litis a -ecruitment
program, butrone w~licihmusl.be -iewed
in the.larger contexl dfThe ,Fe de ral
Government's -affirmative action
obligations andits econmitmento tmefit
system dri nples.

AgencyPxograms

A number of commentators expressed
concern Thar The prqposed rfles didmot
adeguIte iyliold-agencis accountable
forsuccessluilimplementaion offThe
program. In preparing final regulations,
OPM has hiefdtto address'lhisi ssuelby
requing agency ?heads'to aesignate a
specific official to implement the
program, reqdidng'onsiaerallon ci
program 6ffect.veness inpetformance-
appraisals, _ndp rovdiqg Tor -an
assessment o!:agenciesprogress, priack
of progress, inameeingprogram
objectives as-pat offOPM'anri* al
report toCoongress . .

In connection with the provision on
-assessing the race/sex/ethnic
composition of applicant pools, several
commentators suggested that OPM
assume that responsibility for the
applicant pools (registers) It administers,
The Office concurs .with ,his
recommendation and has amended
§ 720.203 accordingly. Other
commentators -objected 1o 1he phrase "to
the-extent possible", as used in that
provision. While the Office has
responded byliminating theihrase, it
is important to Tecognize that
circumstanceson -which its inclusion ,
was based stilihold."Systems for
obtaining data on the minority status of
applicants are not yet In place And,
when they are finally approved, It will
undoubtedly require a considerable
amount of time for complete
implementation. Consequently, OPM is
requiring agencies to proceed based on
whatever knowledge is available to
them in.this regard. There were also
suggestions' that OPM define wha t Is
meant by "sufficient numbers of
iftembers of underrepresentedgroups".
It was OPMvsintention to permit
agencies lo exercise judgment in
defining this term lorthemselves, zftor
considerin a'jl relevant factors. ,OPM
believes that, in most cases, agencies
will be generally aware of whether ,there
is adequate representation in a given
applicant pool. Nevertheless, ,the Office
has modified this'provision to clarify its
intent.

It was also suggested ,hatlthis
provision was inadequate !because it
required agencies only to"consider mnot to
take action,This'bas 'beencorrected.
Final-regulations will Tequire agencies to
take 'some specific actionon a'finding of
inadequate representation in an
applicant pool. In connection-with the
action options Included in thls provision,
several commentators suggested that
OPM ought to require the reopening of
applicationxecelpt, while others pointed
out that sudh an action would often

--prove counter-productive, resulting in
applicant pools that are even less
representative. OPM agreeswith'the
latter view. It was for that reason 'such
action was presented as one of several
options andmot a requirement. No
changehas been made -in 'that provision.
Others expressed concern that the
provision calling on agencies to take
"such other action which -will contribute
to the elimination of
underrepresen'tation" represented an
invitation for abuse.'To avoid any
misconceptions, 1his clause'has been
modified to include lhe~phrase,
"consistent with laW"., ..
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Finally, it was suggested that the
requirement for agencies to Seek advice
and assistance from OPM will go
unheeded, since agencies would be
reluctant to make their problems known
to another agency. OPM recognizes that
possibility but knows of no practical
way surh a situation can be addressed
in regulation. The Office will rely on the
efforts it is-making under the Civil .
Service Reform Act of 1978 to promote
its image as an assistance-oriented
organization as motivation for agencies
to seek help.

Agency Plans
Several commentators raised

questions about the relationship
between recruitment plans and EEO
plans as provided for in the proposed
rules. Specifically, it was suggested that
the recruitment plan should not be
viewed as a separable part of an EEO
plan, that there should be effective
coordination between OPM and EEOC
with respect to plans, and that review of
recruitment plans by an outside agency
is essential. There were also numerous
questions and suggestions about
requirements for plans for
organizational components of agencies.
To address these concerns and to avoid
any unnecessary duplication of efforts,
OPM has reached agreement with EEOC
to require inclusion of recruitment plans
as part of agency EEO plans.
Component level recruitment plans will
be required where'such agency
components are required to develop and
submit EEO plans, in accordance with
EEOC instructions. Consequently,
review of recruitment plans will be
subject to review both by OPM and
EEOC.

It was also recommended that OPM
specify what is meant by "quantifiable
indices by which progress toward
eliminating underrepresentation can be
measured". This provision was included
-to place a firm obligation on agencies to
monitor the progress of their programs,
while allowing them some discretion in
deciding how that will be done, so long
as it is measurable. Consistent with the
overall purpose of these regulations,
OPM seeks to stimulate action, not to
order conformity.

A number of questions were raised
about the provisions related to the use
of local, as opposed to national data, for
the purpose of making
underrepresentation determinations. In
response to one particular concern, the
final regulations make it clear that
nderrepresentation determinations
must be made for each minority/sex
group. Other suggestions regarding the
definitions of geographical area and

local labor force, agency consultation
with OPM, and the feasibility of
national or regional recruitment will be
addressed in OPM's guidance on
program implementation.

As for the requirments for agency
plans, concern was expressed generally
that they were not specific enough.
Consequently, more detailed
information on plan coverage is
provided in the final regulations. There
were conflicting views on program
emphasis, with certain commentators
suggesting that internal recruitment
should not be within the scope of the
program while others felt that external
recruitment should be used only as a
last resorL OPM maintains that neither
internal nor external recruitment are
emphasized in the regulations. Particular
underrepresentation problems should
dictate which approach, or combination
of approaches, an agency should take in
resolving them. It was also
recommended that priorities for the
program should be based on the level of
underrepresentalon of each minority
group. Under the regulations agencies
may proceed on that basis, but OPM
recognizes that other factors ordinarily
will need to be considered. The
regulations have been modified,
however, to provide for consideration of
"the possible impact of actions on
underrepresentation" as one required
factor in establishing priorities.

Finally, in response to a question
about coverage under headquarter level
recruitment plans, the regulation is
intended to give agencies an option of
developing initially a plan that covers
recruitment for positions only at the
headquarters of the agency. By October
1, 1979, however, recruitment for all
affected positions In the agency must be
covered, either by an agency-wide plan
or a component level plan or plans,
depending on the requirements for
component-level EEO plans that apply
to the agency.

Reports
Several commentators suggested

items which should be covered in the
agency reports to OPM required in the
regulations. OPM will sopn begin
development of a reportihg format and
will consider those recommendations
during that process.

Othvr comments expressed concern
about the specified reporting date. It
was suggested that agency reporting
would be most meaningful if it coincided
with active recruitment periods. It was
also suggested that the reporting date
does not give agencies adequate time
and so it should be extended. OPM
appreciates these concerns but, the

agency reporting date was established
to provide sufficient time to include
analysis of agency reports as a major
part of OPM's report to Congress.
However, since agencies will have only
limited advance notice on what will be
expected in their reports and since there
will have been extremely limited
experience with the program OPM is
considering an abbreviated reporting
format for the first year of the program.

The Office of Personnel Management
has examined and considered all the
comments brought to Its attention during
the public comment period. In preparing
the preceding summary, the Office has
tried to address all the major points
raised at public hearing and in the
letters it has received. Certain of the
comments and suggestions, however,
involved matters outside the scope of
these regulations. Others addressed
issues of program administration that
will be covered in guidance materials
the office will issue to assist agencies in
implementing the program.

Accordingly, the Office of Personnel
Management is adding 5 CFR Part 720 as
set forth below.

Offce of Personnel Management.

PART 720-FEDERAL EQUAL
OPPORTUNITY RECRUITMENT
PROGRAM

Subpart A-Prncipal Statutory
Requirements
ScM
720.101 Prinicipal Sietory REs1dqement&
Subpart B-Speclal Recrulient Program
720.201 RegulatoTy requirseni.
720.202 Defintions.
720.203 Responsibilities of the Ofie of

Personnel Management.
720.204 Agency programs.
720.205 Agency plans.
720.206 Selection guidelines.
720.207 Reports.
Appendix-Guldelines for the development

of a Federal Recruitment Pro,-,m to
Implement 5 U.S.C. Section 7201, as
amended.

Authodty: 5 US.C. 7201; 42 US.C. 2e.

Subpart A-PrincipalStatutory
Requirements

§ 720.101 PrincpalStatutory
Requirements.

This subpart incorporates the
statutory requirements for establishing
and conducting an equal opportunity
recruitment program consistent with law
within the Federal civil service. The
policy in 5 U.S.C. 7201(b) reads as
follows: "It is the policy of the United
States to insure equal employment
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opportunities for employees vthout'"
discrimination because ofrace, color,
religion, sex, or ational'orgin."The
President shall'-use his exdsting authority
to carry out this policy.: 5 US.C.7201(c)
requires under regulations prescribed by
the Office of Personnel Managemen t :

"(1)Irhat oad _ ecutive.aency conduct a
continungprogram:forheecritmenP f
members u 1nilnoties Toh oMsitions in the
agency lo carry out the 'anti-disrimination]
policy setforihinsubsectionlb)inamanner
designed .to eliminate nderrepresentation:f
minorities n he ius mategories nicivil
service employment within teederial
service, with -specialeHorts lrected at
recrulting.in minority communities, in
educationdlinsitutlons, andiromother,
sources from which minorities an.be -
recruited;, anfl,

"(2)'That 1he Office conduct acontinaing
program!nf--

"(A) Assistance loagencies in caryingut
programs under-paragrapli 'johfis
subsection .and

"(B) Evaluation and oversight'otsnch
recruitment 'programslo ,determine fleir
effectiveness in eliminatingiuchminmofity
underrepresenlation:"

This subpart and all'implementing
guidance shall be interpreted coisistent
with Title VII eothe Civil ig'hts Act -of
1984, as amended. 42 U.S.C. 2000c et'seq

§ 720.201 Regulatory-requirements.

This subpartlcontains the regiulations
of the Office ofl'ersonnelManagement.
which implement the above provisions
of title 5, UnitedStates Code, andare
prescribed by the Office under authority
of 5 U.S.C, 7201.

§ 720.202 ,Definitions.

For the purposes 'of this subpart:
(a) "Underrepresentation" means a

situation in which the numnber ofwonmen
or members of aminoiitgrnup witina
category of civil service employment
constitutes a lower percentage bo the
total number of employees 'itfin the
employment category than the
percentage womenor the minority
constitutes -witfin 'the civiianlabor
force of the United States, -in accordance
with § 720.205(c) and [d).

(b) "Category of -civil service
employment" meas dch groupings of
Federal jobs by grades andljr
occupations as the Office of Personnel
Management deems appropriateithin
the General Schedule and the prevailing
wage systems.

(c) " Minority" -refers only to those
groups ;claisified as '!inority' for the
purpose of.data collectionby the Office
of Personnel Managementand the Equal
Employment Opportunity-Commissionin
furtheranceof, Federal equal -
enmploymentopportunity.policies. The

- term,"-!women' includes nonminority -as
well as minority women.

(d) "Civilianlabor force" [CLF)
inclhdes all persons-16 years of age and
over, except thosein the armed forces,
who are employed orwho are
unemployedand -seeking work CLF data
are defined by the Bureau of-the Census
and the Bureauof Labor Statistics and
are reportedin the most recent
decennial urmid-decade 'census, or
current'populationsurvey.ounder title 13
of the United States Code or any other
reliable stalistical study.

(e) "Recruitment" means the total
process by which he Federal
Government md the Federal agencies
locate,idenifyandassisinthe
employn'ent4ofqualifiedapplicans from
underrepresented groups for job
openings in categories -of employment
where mmnderrepresentation has been
determined. It includes both innovative
internal and external recruitment
actions. at is also intended to cover
processes designed-to prepare
qualifiable applicants ithse who have
the potential but do not presently meet
valid qualification requirements) for
suchJobaopenings through programs of
training, wor. experience orboth.

(fj "Applicant pool" means all types of
listings fromwhich zelections may be
made, including lTbut'not limited to)
promotion lists, competitive crtificates
and inventories oTeligibles, applicant
supply files, and lists of eligibles for
certain noncompetitive appointments.

§ 720.203 Responstbtlltlesoflhe Office.of
Personnel MariagemenL

(a) The,Office 'of Personnel
Management will provide appropriate
data to assist Federal agencies in
making-determinations of
underrepresentation.'The process for
making such determinationsis described
in sections HI-and M ,(c) of the
"Guidelines for the fDevelopment of a
Federal Recruitment Programto
Implement 5 U.S.CI 7201, as amended"
(See Appendix to this part]. The Office
will develop and publishmore specific
criteria for statistical measurements to
be used by individual agencies,,andwill
develop furtherguidance an-

(1) Agency employment :tatistics and
civilian labor.force statistics to be used
in making determinations 'of
underrepresentation,. n a,.national,
regionalor other geographic basis as
appropriate

(2) Groupings tofgrades and/or Dther
occupational categories to be ,used in
implementing agency programs;

(3) 'Occupational categories and job -
series for'which-expandedexternal
recruitmentefforts are mnost ppropriate,

and those for which expanded and
innovative internal recruitment is
appropriate; and

(4) Other factors which may be
considered by the agency, in
consultation with 'Office :of Personnel
Management, to make determinations of
underrepresentation and to develop
recruitment programs focused on
specifid occupational categories.

(b) The Officewillassist agencas in
carrying out their programs by-

(1) Identifying major recruitment
sources of women and members of
minority groups and providing guidance
on internal and external recruitment
activities directed toward the solutionof
specific underrepresentaton problem

(2) Supplementing agency recruitment
efforts, utilizing existing networks for
dissemination of job Information, and
involving the participation of minority
group and women's organizations where
practicable:

(3) Examiningexisting Federal
personnel procedures 'to -identify those
which I)i may serve as impediments to
innovative internal and ,external
recruitmentand!(it are within the
administrative control of the Office-or
the Federal agenties'

(4) 'Determiningwhether applicant
pools usedin filling jobs in a category of
employment where underrepresedntation
exists include sufficient candidates 'from
any underrepresentated roups, except
where the agency controls such pools
(see § 720.204(c));

f5) Providing such other support, as
the Office deems appropriate.

(c) The Office will monitor and, in
conjunction with he personnel
management evaluation program of the
Office, evaluate agency programs to
determine their effectiveness in
eliminating underrrepresentation,

(d) The Office will work with agencies
to develop effective mechanisms for
providing information on Federal job
opportunities targeted 'to'reach
candidates from underrepresented
groups.

(e) The Office will conduct a
continuing program of guidance und
instruction to'supplement these
regulations.

Wf) The Office will coordinate further
activities to implement equal
opportunity recrultment programs -under
this subpart with the Equal Employment
Opportunity Commission consistent
with law, Executive'Order 12057, and
Reorganization Plan No. I of 1978.

§ 720.204 Agency.programs.
(a) Each Executive agency having

positions in the pay systems covered'by
this program must conduct a continuing

I I I I I I
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program for the recruitment of
minorities and women for positions in
the agency and its components to carry
out the policy of the United States to
insure equal employment opportunities
without discrimination because of race,
color, religion, sex or national origin.
The head of each agency must
specifically assign responsibility for
program implementation to an
appropriate agency official All agency'
officials who have responsibility for the
program will be evaluatedon their
effectiveness in carrying it out as part of
their periodicperformance appraisals.

b) Programs established under this
subpart must be designed to cover
recruitment for all positions in pay plans
covered by this program including part-
time and temporary positions.

(c) Where anagency or the Office of
Personnel Management has determined
that an applicant pool does not
adequately provide for consideration of
candidates from any underrepresented
group, the agency ,or agency component
must take one or more of the following
actions:

(1] Expand or otherwise redirect their
recruitment activities in ways designed
to increase the number of candidates

'from underrepresented groups in that
applicantpool;

[2) Use selection methods involving
other applicant pools which include
sufficient numbers ofimembers of
underrepresented groups;

(3) Notify the office responsible for
administering that applicant pool, and
request its reopening of application
receipt in support of expanded
recruitment activities or certifying from
equivalent registers existing in other
geographicareas; and/or

(4) Take -such other action consistent
withlaw which will contribute to the
elimination of underrepresentation in
the category of employment involved.

fd) Agencies must notify and seek
advice andassistance:from the Office of
Personnel Management in cases where
their equal opportunity recruitment
programs are not maling measurable
progress in eliminating identified
underrepresentation in the agency work
force.

§720.205 Agency plans.
(a) Each agency must have an up-to-

date equal opportunity recruitment
program plan covering recruitment for
positions at various organizational
levels and geographic locations within
the agency. Such plans must be
available for review in appropriate
offices of the agency and must be
submitted to the Office of Personnel
Management~on requesL In accordance

with agreement reached between the
Office and the Equal Employment
Opportunity Commission. such plan'
must be incorporated in the agency's
equal employment opportunity plans
required under section 717 of the Civil
Rights Act of 1904. as amended.
pursuant to regulations and Instructions
of the Commission, provided they are
separable parts of those plans for
purposes of review by and submission
to the Office of Personnel Management
Agency organizational and geographical
components which are required to
develop and submit Equal Employment
Opportunity plans, under instructions
issued by the Equal Employment
Opportunity Commission. must also
have up-to-date special recruitment
program plans. On a determination by
the Office of Personnel Management. in
consultation with EEOC, that additional
component plans are needed to
implement an agency's program
effectively, the Office will instruct the
agency to develop additional plans.
Agencies must comply with such
instructions.

(b) Agency plans must include annual
specific determinations of
underrepresentation for each group and
must be accompanied by quantifiable
indices by which progress toward
eliminating underrepresentation can be
measured.

(c) Where an agency or agency
component is located in ageographical
area where the percentage of
underrepresented groups in the area
civilian labor force Is higher than their
percentage in the national labor force,
the agency or component must base its
plans on the higherlevel of
representation in the relevant civilian
labor force.

(d) Where an agency oragency
component is located in a geographical
area where participation of a particular
underrepresented group is significantly
lower than its participation In the
national labor force, the agency or
component may. in coasultatipn with the
Office of Personnel Management. use
the lower percentage in determining
underrepresentation. An agency may not
use a figure lower than the relevant
regional or nationwide labor force
percentage where recruitment on a
regional ornationwide basis is feasible
for particular categories of employment.
Factors such as size of the agency or
unit nature of jobs and their wage or
pay scale may be considered in focusing
recruitment for various job categories.

(e) In additionto the
underrepresentation determinations
described in paragraphs bj, Cc) and (d)

of this section, agend plans must. at a
minimum. include:

(1) An assessment of grades or job
categories and numbers of jobs in such
categories expected to be filled in the
current year, and on a longer term basis,
(based on anticipated tunover,
expansion, hiring limits and other
relevant factors) identification of those
occupational categories and positions
suitable for external recruitment, and
description ofspecial targeted
recruitment programs for such jobs and
positions;

(2) A similar assessment for job
categories and positions likely to be
filled by recruitment from within the
agency and/or the Federal civil service
system and a description ofrecruitment
programs developed to increase
minority and female candidates from
internal sources for such positions;

(3) A further assessment of internal
availability of candidates from
underrepresentated groups for higher
job progressions by identifying job-
related skills, knowledges and abilities
which may be obtained at lower levels
in the same or similar occupational
series, or through other experience;

(4) A description of methods the
agency intends to use to locate and
develop minority and female candidates
for each category of underrepresentation
and an indication of how such methods
differ from and expand upon the
recruitment activities of the agency prior
to establishment of the special
recruitment prograni or the last revision
to the agency's plans;

(5) A description of specific, special
efforts plannedby the agency (or agency
component to recruit In communities,
educational institutions, and other likely
sources of qualified minority and female
candidates:

(6) A description of efforts which will
be undertaken by the agency to identify
jobs which can be redesigned so as to
improve opportunities for minorities and
women, including jobs requiring
bilingual or bicultural capabilities ornot
requiring English fluency.

(7) A list of priorities for special
recruitment program activities based on
agency identification of:

(i) Immediate and longer range job
openings for each occupational/grade-
level grouping for which
underrepresentation has been
determined:

(i) Hiring authorities which may be
used to fill such jobs;

(iii) The possible impact of its actions
on underrepresentation.

(8) Identification of training and job
development programs the agency will
use to provide skills, knowledge and-
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abilities to qualify increased numbers of
minorities and women for occupational
series and grade levels where they are
significantly underrepresented.

(9) Identification of problems for
which the assistance of 'the Office of
Personnel Management is needed and
will be requested.

(f) Equal opportunity recruitment
program plans must be consistent with
agency Upward Mob:4-ty program plans
and should be developed with full
consideration of the agency's overall
recruiting and staffing planning
objectives.

(g) Plans required under this subpart
must be developed for the headquarters
level of each Executive agency not later
than July 1, 1979. Plans must be
developed for other agency components
not later than October-1, 1979.

§ 720.206 Selection guidelines.
This subpart sets forth requirements

for a recruitment program, not a
selection program. Nevertheless,
agencies are advised that all selection
processes including job qualifications,
personnel procedures and criteria must
be consistent with the Uniform
Guidelines on Employee Selection
Procedures (43 FR 38290; August 25,
1978].

§ 720.207 Reports..
(a) Not later than November 1 of each

year, agencies must submit an annual
report on t eir equal opportunity
recruitment program to the Office of
Personnel Management, in a form '
prescribed by the Office. The Office may
require submission of any additional
reports it considers necessary in
carrying out its responsibilities under
this subpart.

(b) The Office will report to Congress
on the implementation and operation 6f
the program on a Governmentwide basis
not later than January 31 of each year,
as required by law. Stch reports will
include assessments of agencies
progress, or lack of progress, in meeting
the objectives of the program.
Appendix-Guidelines for the
Development of a Federal Recruitment
Program to Implement 5 U.S.C. Section
7201, as amended

I. Background Information.'A. In 1964.
the Congress adopted a basic anti-
discrimination policy for Feder5al
employment, stating:

'This Section originally was Section 701(b) (2nd
Proviso) of the Civil Rights Act of 1964 (Pub. L 88-
352, July 2.1964), codified as 5 U.S.C. 7151. Section
7151 was further amended by Section 310 of the
Civil Service Reform Act of 1978. This Act also
redesignated Section 7151 as Section 7201, effective
January 11, 1979. (Sec. 703(a)(1) of the Act.)

, It-is the policy of the United States to
insure equal employment opportunities for
employees without discrimination because of
race, color, religion, sex or national origin. [5
U.S.C. 7151]2

In 1978, Congress reaffirmed and'
amended this policy as part of the Civil
Service Reform Act of 1978 [Sec. 310 of
Pub. L.'95-454], requiring immediate
development of a recruitmeit program
designed to eliminate
underrepresentation of minority groups
in specific Federal job categories.
Sectiofi 310 directs the Equal
Employment Opportunity Comission:

1. To establish Guideliiles proposed to
be used for a program designed to
eliminate such underrepresentation;

2. To make, in consultation with OPM,
initial determinations of
underrepresentation which are proposed
to be used inthis program; and

3. To transmit the determinations
made under (2] above to the Executive
Agencies, the Office of Personnel
Management and the Congress, within
60 days of enactment.

The Office of Personnel Management
(OPM)3 is directed by this amendment:

1. To issue regulations to implement a
program under EEOC Guidelines within
180 days after enactment, which shall
provide that Executive agencies conduct
continuing recruitment programs to
carry out the anti-discrimination policy
in a manner designed to eliminate
underrepresentation in identified
categories of civil service;

2. To provide continuing assistance to
Federal agencies in carrying out such
programs;

3. To conduct a continuing program of
evaluation and oversight to determine
the effectiveness of such programs;

4. To establish occupational,
professional and other groupings within
which appropriate recruitment will
occur, based upon the determinations of
underrepresentation pursuant to these
Guidelines; and

5. To report annually to the Congress
on this program, not later than January
31 of each year.

Congress further directed that the
recruitment program must be
administered consistent with provisions
of Reorganization Plan No. 1 of 1978. 4

B. In framing these Guidelines and
making its initial determinations of
underrepresentation, the Equal
Employment Opportunity Commission
(Commission) is actingpursuant to its

21bid.
3This Office was created by Reorganization Plan

No. 2. issued pursuant to 5 U.S.C. Go1 at seq. It will
assume personnel management functions of the
present U.S. Civil Service Commission on January 1,
1979.-

4 Conference Report on Civil Service Reform Act
of 197 No.95-1272. p. 145. - -

obligations and authority under -5 U.S,C,
7201, as amended; Section 717 of Title
VII of the Civil Rights Act of 1964, as
amended; Reorganization Plan No. 1 of
1978 (issued pursuant to 5 U.S.C. 901 et
seq.) and Executive Order 12007, issued
under this Plan (43 FR 28967, June 30,
1978). This Commission must develop
and/or ensure the development of
uniform, coherent and effective
standards for administration and
enforcement of all Federal anti-
discrimination and equal employment
opportunity laws, policies and programs,
and to ensure the elimination of
duplication and-inconsistency in such
programs.

C. A review of the legislative history
of Federal equal employment
opportunity policy provides further
guidance on the scope and nature of
determinations and guidelines to be
issued for this program.

The basic policy statement on Federal
equal employment policy enacted by the
Congress in 1964 (5 U.S.C. 7151,
redesignated as § 7201) gave the
President authority for implementation.
Executive Order 11246 (1968), expanded
and superseded by Executive Order
11478 (1969) with respect to Federal
employment, required Federal agencies
to develop affirmative action programs
designed to eliminate discrimination and
assure equal employment opportunity.

In 1972, Congress found that serious
discrimination persisted in Federal
employment. It found that minorities
and women were significantly absent at
higher levels in Federal employment,
and severely underrepresented in some
Federal agencies and in some
geographic areas where they constituted
significant proportions of the population,
After a detailed review of'Federal
employment practices and statistics, the
Congress concluded that:

The-disproportionate distribution of
minorities and women throughout the Federal
bureaucracy and their exclusion from higher
level policy-making and supervisory positions
indicates the government's failure to pursue
its policy of equal employment opportunity,0

.Congress found that this exclusion
resulted from overt and "systemic"
discriminatory practices.

These findings, among others, led
Congress to extend Title VII coverage to
Federal employment in Section 717 of
the Equal Employment Opportunity Act
of 1972.

The Civil Service Reform Act of 1978
clearly states, for the first time, that "it
is the policy of the United States * * *
to provide * * * a Federal workforce

Leglslative tisfory of the Equal Employmont
Opportunity Act of 1972. p, 83. See pp. 82-M8 and
421-425 fot Congressional Findings.

I I
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reflective of the Nation's diversity
* * ' 

6 The Art establishes inlaw as
the first merit principle that recruitment
should be designed to achieve a Federal
workforce from "all s gments of
society." Among the personnel practices
prohibited by the Act is discrimination
prohibited under Title VII of the Civil
Rights Ant of 1964, as amended.2
Therefore, the Civil Service Reform Act
and its directive for a special
recruitment program clearly unite
requirements for basic Federal
personnel policy with requirements for
Federal equal employment policy.

It is clear from the legislative history
of Federal equal employment policy that
the legal standards of Title VII must be
applied to Federal employment. Thus,
guidelines for a xecruitment program
designed to eliminate
underrepresentation in Federal agency
employment must be developed
consistent with the framework of
affirmative action programs.

D). Guided by the review of the
legislative history, and the
responsibilities and authorities cited in
I(B) above, the Comminssion is issuing
these Guidelines to provide a framework
for development of recrtitment program
regulations by OP-L The Commission
may later provide more detailed
guidance, through consultation with
OPM designed to achieve an overall
Federal equal employment program
which is consistent with and which
effectively implements Title VII
requirements.

IL InItial Detemziations of
Underxepresentatiom A. Pursuant to
Section 7201,'underrepresentafion exists
when the.percentages of nfinority and
female Federal employees in specific
grades are less than their peroentages in
the civilian labor force. 'Minority"
refers only to those groups classified as
"minority" for the purpose of data
collection by the Commission and OPM
in furtherance of2Federal equal
employment opportunity policies. The
civilian labor force includes all persons
16 years of age and over except the
armed Torces, who are employed or
seeking employment. Sucha
determination of underrepresentation is
designatedin these Guidelines as
"below the Section 7201 level".

B. The Commission has examineid
exdsting data on Federal employment'

rCiiiIIS ice ReTormAet of1978.Sectian 3.
Section 0l1(a) of the Act.5 U.S.C. 11b)[1) and

2302[bJ(1](A). as amended.

and the civilian labor force and has
made initial determinations of
underrepresentation of groups by race.
national origin and sex in specific
grades of the major Federal pay
systems, under the legal authorities
cited in 1(B), above.

C. The Table which follows shows the

D. The initial determinations of
underrepresentation were based upon
average 1977 labor force data from the
Current Population'Survey published by
the Bureau of Labor Statistics
(Employment and Earnings, January
1978), and -1977 Federal worlforce
statistics from Equal aTp!ornent
Opportunity Statistics (publication in
process).

The labor force figures are published
annually the Federal employment
statistics semianually. These measures.
-and any modifications agreed upon by
the Commission and OPM, willbe
updated annually.

Regional and area Federal
employment statistics are available from
the Civil Service Commission (as of
January. 1979 the OPM). The latest
reliable local labor force data by race,
national originand sex is from the 1970
Census.The Commission and OPM will
consult on appropriate labor force
measures to be used forlocal analyses.

E. These initialdeterminations are
based upon a preliminaryanalysis of the
data. andmay be further refined by the

grades at which the percentage of each
group in the Federal workforce fails
below its percentage in the c!7::ian
labor force. The table covers four major
Federal pay systems which account for
more than 93 percent of Federal
employees, excluding the Postal
Service.3

Commission, in consultation with OPM
to include geographic and occupational
underrepresentation. It is further
recognized that for the purpose of
developing regulations, the OP2 L in
consultation with the, Commission. will
undertake more specific analyses of
data use and applicability necessm to
develop programs for the Federal
agencies pursuant to Section
7201(a[2)(C). The OPMnay establish
criteria for grouping agencies, for
treating agency components separately
and forgrouping grades andpay -
systems. In addition. OPM may study
other available data sources and use
other techniques to assure statistically
significant findings of
underrpresentation. Based upon these
studies, OPM may make
recommendations to the Commission for

Othe Initial determinations are based on data for
only do agen coie adby the Cvil Sevice
Reform Act ofIlgr&The Commiu=o wi make
subsequent detelntinons n iallaragendes
covered by Tile VII e.g. theUS. Postal Senie.
TVA. Central InteHlice Agency. Federal Reserve
Board.

Cilan Labor Force and Federal Eil oryment Grades at Which Mocilies and Woerm Are Below the
7201 Level, by Selected Pay Systems, and by Sex. Race, id ,atloar Ortgi-1977

CG.6e Elz.w tCw 72CI LvMi

pilrz-'t Of G Oi, xc Ss
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future determinations of
underrepresentation.

IlL Procedures for Developing
Recruitment Programs. A. The program
developed and implemented by OPM
under Section 7201 should be designed
to result in applicant pools with -
sufficient qualified members of
underrepresented groups. Where the
supply of stich groups initially appears
to be low for specific occupational,
professional and other groupings, the
program should be desigied so that
recruitment efforts stimulate interest of
underrepresented groups-in those
occupations where there are realistic
projections of Federal employment
opportunities.

B. In establishing groupings for
determining underrepresentation, OPM
should utilize broad occupational
categories to the extent possible.

C. The Commission recognizes that
OPM's regulations should allow
flexibility in development and design of
each Federal agency's recruitment
program. However, all statistical
comparisons must be computed in a
manner consistent with'the method
utilized in i; C. I

The Commission recommends that
each agency program meet several •
minimum requirements. The program,
should be based on a determination of
underrepresentation in thd agency's
total workforce, in appropriate
geographic cornponents; by grade; by
broad occupational, professional and
other groupings in comparison to the
national civilian labor force, according
to the criteria developed by OPM tinder
these guidelines.

Where an agency or major component
thereof (such as Headquarters and

,Regional Offices) is located in a
geographic area wheie the percentage of
underrepresented groups in the -area
civilian labor force is higher than their
percentage in the national labor force,
the agency or appropriate component
should conduct its recruitment-program
for that component on the basis of the
higher level of representation in the -
relevant civilian labor force.

Where an agency or najor component
thereof is located in a" geographic area
where participation of a particular
underrepresented group in the area
labor force is significantly'lower than

'their parti6ipation'in the national labor
force, such agency or component may, in
consultation with OPM; utilize the lower

-applicable civilian labor force
percentage in determining
underrepresentation for the component
In no event, however, may the agency
utilize a figure lower than the regional or
nationwide Section 7201 level for

positions where recruitment on a
regional or nationwide basis is feasible.
Factors such as size of the agency or
unit, nature of jobs and their wage or
pay scale may be considered to set goals
and to justify a recruitment program
focused on various job categories.

IV. Scope of Actions Covered by Thzis
Program. A. "Recruitment" under this
program Is defined as the total process
by which the Federal Government and
the Federal agencies locate, identify and
assist in the employment of qualified or
qualifiable applicants from
underrepresented groups for job
openings in grades and in occupational
categories where underrepresentation -
has been determined. This process
should include innovative internal, as
well as targeted external, recruitment
actions.

B. Prior to developinrg regulations, the
Office should review data on personnel
actions and other information, to
identify those job categories fdr which
internal recruitment and external.
recruitment is most appropriate and
feasible, and to provide guidance to the
Federal agencies for targeting their
recruitment programs, based on thin
information. OPM should advise all
agencies that all job qualifications,
personnel procedures and criteria must
be consistent with the Uniform
Guidelines on Employee Selection
'Procedures (43 FR 38290 August 25,-
1978) OPM should-consider the

.-following in providing guidance to
agencies:

1. External Recruitmefht Programs. a.
'Such programs should focus on grade
levels and/or job categories where
underrepresentation has been identified
and where external recruitment
realistically will result in hiring
opportunities.

Recruitment programs also should.
include a review of job functions to
determine those jobs that may be better
performed by persons who are bicultural
aind who-have bilingual capabilities, and
those jobs that canbe performed by
Persons not fluent in English.

b. Where eligibility lists are used for'
filling jobs, it is recommdnded that the
regilations require, an analysis by race,
national origij and sex, to determine
whether the list contains sufficient
candidates fr6m.groups
underrepresented in those jobs. OPM
should require that where the list does
not have such representation, expanded
recruitment procedures be designed to
assure that members of
underrepresented groups qualified to
perform the job(s) are included in the
pool of applicaots from which the
selecting official makes'the selection.

Such expanded recruitment procedures
may include additional external
recruitment or various actions (such as-
described in 2. below) to reach members
of these groups within the Federal
workforce who are qualified a
qualiflable for theme jobs.

2. Internal Recruitment Programs. a.
Internal recruitment progranis should be
designed by agencies to identify
currently qualified or qualiflable
persons for job categories and series
where underrepresentation prevails,
according to the national determinations
and the determinations made by each
agency under these guidelines.

b. Further, OPM should work with
Federal agencies to develop effective
mechanisms for providing information
on Federal job opportunities, targeted to
reach Federal employees from
underrepresented groups in all agencies
in order to broaden the applicant pool.

V. Consistency with Reorganization
Plan No. 1 of 1978. A. The Office shall
develop regulations and implement this
program in consultation with the
Commission and with other affected
agencies in such manner that their
recruitment programs may be
incorporated as a consistent and
effective element of the agencies'
national and regional equal employment
opportunity plans. Each agency is
required to implement such plans under
the direction and guidance of the
Commission in accordance with Section

* 717 of Title VII of the Civil Rights Act of
1964, as amended, and Executive Order
12067. . .. 1 "1

B. Procedures'ShAill be established by
OPM and the Commission to assure
appropriate consultation in development

* of the Yegulations.
C. Pursuaht to Reorganization Plan

No. I and to Executive Order 12067
issued thereunder, the Commission will
establish prodedures'to provide
appropriate consultation and review of
the progrmn on a continuing basis, to
maximize its effectiveness and eliminate
any duplication, conflict or
inconsistency in requirements for equal
opportunity programs in the Federal
agencies.

D. In preparing its annual report to the
Congress pursuant to the Act, OPM
should do so in consultation with the
Commission.
[FR Doc. 79-11=9 Fed 4-12-M7; 8:45 am]
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DEPARTMENT OF-AGRICULTURE

Office of the Secretary

7 CFR Part 6

Price Determination for Certain
Cheese

AGENCY: Foreign Agricultural Service,
USDA.

ACTION: Final rule.

SUMMARY: The subpart, Section 22
Import Quotas, is amended to change
the price, determined by the Secretary of
Agriculture, which is used as a basis for
establishing import restrictions under
Section 22 on certain cheese. The
change from $1.13 to $1.23 per pound is
required since one of the factors used in
determining such price (the Commodity
Credit Corporation purchase price for
Cheddar cheese under the milk support
program) has been increased.

EFFECTIVE DATE: April 13, 1979. (See
Supplementary Inforination)
FOR FURTHER INFORMATION CONTACT.
Bryant H. Wadsworth, Head, Dairy and
Import Group Dairy, Livestock and
Poultry Division, Commodity Programs,
Foreign Agricultural Service, Room 6616
South Agricultural Building, United
States Department of Agriculture,
Washington, D.C. 20250 (202] 447-5270.

SUPPLEMENTARY INFORMATION: Since the
action taken herewith involves foreign
affairs functions of the United States, it
is hereby determined that compliance
vith the notice of proposed rulemaking,

public procedure, and effective date
provisions of 5 U.S,C. 553 and E.O. 12044
is not required.

Effective Date

In accordance with-headnote-3(a)(v)
of Part 3 of the Appendix to the Tariff
Schedules of the United States, the
change in price effected by tills
amendment would'not make the import
restrictions contained in items 950.10B
through 950.10E of Part 3 of the
Appendix to the Tariff Schedules of the
United States applicable to cheese
having a purchase price of $1.13 or more
per pound if such cheese had been
exported to the United States on a
through bill of lading or had been placed
ina bonded warehouse on or before
April 13, 1979.

The subpart, Section 22 Import Quotas
of Part 6, Subtitle A of Title 7, is
amended as follows:

1. Section 6.16, under the heading
"Price Determination for Certain
Quotas," is amended to read as follows:

§ 6.16 Price Determination.
The price referred to in items

through 950.10E of Part 3 of the
Appendix to the Tariff Schedules
determined by the Secretary of
Agriculture in accordance with
headnote 3(a)(v) of said Part 3, i1
per pound. This price shall conti
effect until changed by amendmi
this section. -

Appendix I (Amended)
2. Group V of Appendix 1, und

heading "Licensing Regulations.'
amended by changing the descri
appearing immediately below G
to read as follows:

Cheese described below, if shippe
otherwise than In pursuance to a pw
if having a purchase price 5under S1
pound.

(Sec. 3. Stat. 1248, as amended. (7 U.
Part 3 of the Appendix to the Tariff
of the United States, 19 U.S.C. 1202.)

Issued at Washington. D.C., this I0
April 1979.
Bob Besg and.
seretay.
[FR Doc. 9-12491 Filed 4--7, L-0 =1]
BILNG CODE 3410-10-M

Agricultural Marketing Service

7 CFR Part 910

Lemons Grown In California an
Arizona; Limitation of Handling

AGENCY: Agricultural Marketing
USDA.
ACTION: Final rule.

SUMMARY: This regulation estab
the quantity of fresh California-i
lemons that may be shipped to n
during the period April 15-21.19
action is needed to provide for o
marketing of fresh lemons for thi
due to the marketing situation
confronting the lemon industry.
EFFECTIVE DATE: April 15,1979.

FOR FURTHER INFORMATION CONI
Charles R. Brader, (202) 447-6393
SUPPLEMENTARY INFORMATION*.
This regulation is issued under t
marketing agreement, as amende
Order No. 910, as amended (7 CF
910), regulating the handling of le
growii in California and Arizona.
agreement and order are effectiv
the Agricultural Marketing Agree
Act of 1937, as amended (7 U.S.C
674). The action is based upon th
recommendationsanid informatio

submitted by the Lemon Administrative
950.10B Committee, and upon other information.

It is hereby found that this action will
s. tend to effectuate the declared policy of

the act. This regulation has not been
determined significant under the USDA

s$1.23 criteria for implementing Executive
nue in Order 12044.
ent of The committee met on April 10,1979,

to consider supply and market
conditions and other factors affecting

ter the the need for regulation and

is recommended a quantity of lemons
ption deemed advisable to be handled during

roup V the specified week. The committee
reports the demand for lemons

d continues strong.
rchase. or It is further found that it is
.23 per impracticable and contrary to the public

interest to give preliminary notice,
engage in public rulemaking. and

S.C. 024]: pospone the effective date until 30 days
Schedules after publication in the Federal Register

(5 U.S.C. 553). because of insufficient
0th da of time between the date when information

became available upon which this
regulation is based and the effective
date necessary to effectuate the
declared policy of the acL Interested
persons were given an opportunity to
submit information and views on the
regulation at an open meeting. It is
necessary to effectuate the declared
purposes of the act to make these
regulatory provisions effective as
specified, and handlers have been

d apprised of such provisions and the
effective time.

Service. § 910.494 Lemon Regulation 194.
Order. (a) The quantity of lemons

grown in California and Arizona which
may be handled during the period April

ishes 15.1979, through April 21, 197. is
Arizona established at 250,000 cartons.
narket (b) As used in this section. "handled"
79. Such and "carton(s)" mean the same as
rderly defined in the marketing order.
is period (Secs. 1-19. 48 Stat. 31. as amended; 7 U.S.C.

601-74.)
Dated: April 11. 1979.

D. s. Kzmku.

A an ~~D~ i~=~-,~2n A
,idngs.
he [te---m Reg-.:! t 1

d. and t-1M1713 Filcd 4-2-729 CL41 =l
D -Dn,4 BILL CODE 3410-02-M

emons
.The
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.601-
e
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DEPARTMENT OF AGRICULTURE,

Agricultural Marketing Service

7 CFR Part 979

Melons Grown in South Texas; Order
Regulating Handling
AGENCY: Agricultural Marketing;Service,

USDA.

ACTION: Issuance of order.

SUMMARY: This issues the Federal
marketing agreement and order for
melons grown in South Texas. A total of
31 or 81.6 percent of the melon
producers voting in the March 23-April 3
referendum favored the order. The order
authorizes regulations to fix the grade,
size, quality, maturity, pack, container
and markings for melons, except
watermelons, grown in 19 designated
counties in, South Texas. The primary
objective of the order is to improve the
quality of-melons shipped to markets.
This will reduce marketing losses and
result in improved returns to growers.
EFFECTIVE DATE: April 13, 1979.
FOR FURTHER INFORMATION CONTACT.
Charles R. Brader, Acting.Director, Fruit
and Vegetable Division, Agricultural
Marketing Service, U.S. Department of
Agriculture, Washington, D.C. 202,50.
Telephone: (202) 447-4722.

SUPPLEMENTARY INFORMATION: Prior
documents in this proceeding: .

Notice of Hearing-Issued October 26,
1978; published October 31, 1978 (43 FR
50685):

Notice of Recommended Decision-
February 6, 1979; published February 12,
1979 (44 FR 8880);

Secretary's Decision-March 19, 1979;
published March 22,1979 (44 FR 17511).
Preliminary Statement

The marketing agreement-and order
were formulated on the record of a
public hearing held at Edinburg, Texas,
November 28 through December 1, 1979.
Notice of the hearing was published in
the October 31, 1978, issue of the Federal
Register (43 FR 50685]. The notice set
forth a proposed order ubmitted by the
South Texas Melon Steering Committee
on behalf of melon producers in -the
production area.

On the basis of the evidence
introduced at the hearing and the record
thereof, the Deputy Administrator, on
February 6, 1979, filed with the Hearing
Clerk, U.S. Department of Agriculture,
his recommended decision which
contained notice of the opportunity to
file by February 27,1979, written
exceptions thereto. None was filed.

The Secretary's Decision and
referendum order was issued March 19,

.1979.
Fbidings and Determinations

(a) Findings upon the basis of the
hearing record. Pursuant to the
provisions of the Agricultural Marketing
Agreement Act of 1937, as amended (7
U.S.C. 601 et seq.] and the applicable
rules of practice and procedure
governing the formulation of marketing
agreements and marketing orders (7 CFR
Part 900), a public hearing was held
upon a proposed marketing agreementand a proposed order, regulating the
handling of melons grown in South
Texas.

Upon the basis of the record, it is
found that:

(1) The order, and all of the terms.and
conditions thereof, will tend to
effectuate the declared policy of the act;

(2) The order regulates the handling of
melons grown in the production area in
the same manner as, and is applicable
only, to persons in the respective classes
of commercial and industrial activity
specified in, the marketing agreement
and order upon-which a hearing has
been held;

(3) The order is limited in its
application to the smallest regional
production area which is practicable,
consistent with carrying out the
declared policy of the act, and the
issuance of several orders applicable to
subdivisions of the production area
would not effectively carry out the
declared policy of the act;

(4) There are no differences in the
production and marketing of melons
grown in the production area which
make necessary different terms and
provisions applicable to different parts
of such area; and

(5) All handling of melons grown in
the production area is in the current of
interstate or foreign commerce or
directly burdens, obstructs, or affects
such commerce.

(b) Additionalfindings. It is necessary
in the public interest to make this order
effective not later than April 13, 1979.
Any delay beyond that date would tend
to disrupt the orderly marketing of'
melons grown in South Texas.

Members of the South Texas melon
industry, working in committee, made
the original request for this agreement
and order and all members of the
industry were subsequently invited to
participate in the promulgation hearing
held in the production area. All
fiterested persons were invited to
submit briefs or exceptions to the
recommended decision.

Also, the crop has been planted and
harvest is expected to begin In early
May: and it is the desire of the Industry
that regulations governing shipments of
South Texas melons be put into effect
for the current season.

Finally, there are no provisions of this
order that cannot be complied with by
the industry prior to the effective date of
this part.

In view of the foregoing, It is hereby
found and determined that good cause
exists for making this order effective
April 13,1979, and that It would be
contrary to the public interest to delay
the effective date of this order for 30
days after its publication in the Federal
Register (Sec. 553(d), Administrative
Procedure Act; 5 U.S.C. 551-559],

(c) Determinations. It is hereby
determined that:

(1) The "Marketing Agreement
Regulating the Handling of Melons
Grown in South Texas," upon which the
aforesaid public hearing was held has
been signed by handlers (excluding
cooperative associations of producers
who are not engaged in processing,
distributing, or shipping melons covered
by the proposed order) who during the
period January 1 through December 31,
1978, handled not less than 50 percent of
the volume of such melons covered by
this order, and

(2) The issuance of this order is
favored or approved by at least two-
thirds of the producers who participated
in a referendum on the question of its
approval and who, during the period
January 1 through December 31, 1978
(which has been deemed to be a
representative period], have been
engaged within the South Texas
production area in the production of
melons for market, such producers
having also produced for market at least
two-thirds of the volume of such
commodity represented In the
referendum.

Order Relative to Handling

It is therefore ordered, That on and
after the effective date hereof, the
handling of melons grown in South
Texas shall be in conformity to and in
compliance with the following terms and
conditions:
PART 979-MELONS GROWN IN
SOUTH TEXASi

Subpart-Order Regulating Handling
Definitions
Sec.
979.1 Secretary.
979.2 Act.
979.3 Person.
979.4 Production area.

m I I I I
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Sec.
979.5 Melons.
979.6 Handler.
979.7 Handle.
979.8 Grower.
979.9 Committee.
979.10 Fiscal period.
979.11 Grade, size, and maturity.
979.12 Grading.
979.13 Pack.
979.14 Container.
979.15 Varieties.
979.16 Export.
979.17 District.
979.18 Part and subpart.

Committee

979.22 Establishment and membership.
979.23 Term of office.
979.24 Districts.
979.25 Redistricting.
979.26 Nominations.
979.27 Selection.
979.28 Failure to nominate.
979.29 Acceptance.
979.30 Vacancies.
979.31 Alternative member.
979.32 Procedure.
979.33 Expenses.
979.34 Powers.
979.35 Duties.

Expenses and Assessments
979.40 Expenses.
979.41 Budget
979.42 Assessments.
979.43 Accounting.
979.44 Excess funds.

Research and development
979.48 Research and Development.

Regulations
979.50 Marketing policy.
979.51 Recommendations for regulations.
979.52 Issuance of regulations.
979.54 Handling for special purposes.

°979.55 Safeguards.
979.56 Notification of regulation.

Inspection
979.60 Inspection and certification.

Reports
979.80 Reports.

Compliance
979.81 Compliance.

Miscellaneous Provisions
979.82 Right of the Secretary.
979.83 Effective time.
979.84 Termination.
979.85 Proceedings after termination.
979.86 Effect of termination or amendments.
979.87 Duration of immunities.
979.88 Agents.
979.89 Derogation.
979.90 Personal liability.
979.91 Separability.
979.92 Amendments.
979.93 Counterparts.
979.94 Additional parties.
979.95 Order with marketing agreement-

Subpart-Order Regulating Handling

Definitions

§ 979.1 Secretary.

"Secretary" means the Secretary of
Agriculture of the United States, or any
other officer or employee of the
Department of Agriculture to whom
authority has heretofore been delegated.
or to whom authority may hereafter be
delegated, to act in his stead.

§ 979.2 Act

"Act" means Public Act No. 10, 73d
Congress (May 12,1933), as amended
and as reenacted and amended by the
Agricultural Marketing Agreement Act
of 1937, as amended (Secs. 1-19.48 Stat.
31, as amended; 7 U.S.C. 601-674).

§ 979.3 Person.
"Person" means an individual,

partnership, corporation, association, or
any other business unit.

§ 979.4 Production area.

"Production area" means the counties
of Bee, Brooks, Cameron, Duval,
Hidalgo, Jim Hogg, Jim Wells. Kenedy,
Kleberg, La Salle, Live Oak, McMullen.
Nueces, Refugio, San Patricio, Starr,
Webb, Willacy, and Zapata in the State
of Texas.

§ 979.5 Melons
"Melons" means all varieties of

Cucumis melo, commonly called
muskmelons and including but not
limited to varieties reticulatus and
inodorus, grown in the production area.
Such varieties include cantaloupes,
honeydew and honey ball melons.
Watermelons [Citrollus lonatus] are
not included in the foregoing definition.

§ 979.6 Handier.
"Handler" is synonymous with

"shipper" and means any person (except
a common or contract carrier of melons
owned by another person) who handles
melons or causes melons to be handled.

§ 979.7 Handle.
"Handle" or "ship" means to harvest,

grade, package, sell, transport, or in any
other way to place melons grown in the
production area, or cause such melons
to be placed, in the current of commerce
within the production area or between
the production area and any point
outside thereof. Such term shall not
include the transportation, sale, or
delivery within the production area of
field-run melons to a person for the
purpose of having such melons prepared
for market.

§ 979.8 Grower.
"Grower" is synonyMous with

"producer" and means any person
engaged in a proprietary capacity in the
production of melons for market.

§ 979.9 Committee.

"Committee" means the South Texas
Melon Committee established pursuant
to § 979.22.

§ 979.10 Fiscal period.
"Fiscal period" means the annual

period beginning and ending on such
dates as may be approved by the
Secretary pursuant to recommendations
of the committee.

§ 979.11 Grade, size, and maturity.
"Grade," "size," and "maturity" mean,

respectively, any of the officially
established grade, size, or maturity
definitions as set forth in the U.S.
Standards for Grades of Cantaloupes
(§ § 2851.475-2851.494(c) of this title) or
U.S. Standards for Grades of Honey
Dew and Honey Ball Type Melons
(§§ 2851.3740-2851.3749 of this title),
including amendments, modifications, or
variations thereof, or. such other grades,
sizes. and maturities as maybe
recommended by the committee and
approved by the Secretary.

§ 979.12 Grading.
"Grading" is synonymous with

"preparing melons for commercial
market' and means sorting or
separation of melons into grades, sizes,
maturities, or packs or any combination
thereof, for handling.

§ 979.13 Pack.
"Pack" means a quantity of melons

specified by grade, size, weight, or
count, or by type or conditions of
container, or any combination of these
recommended by the committee and
approved by the Secretary.

§ 979.14 Container.
"Container" means any carton, crate,

box, bag. hamper, pallet bin, package,
basket, bulk load. or any other type of
receptacle used in handling melons.

§ 979.15 Varieties.
"Varieties" means and includes all

classifications, subdivisions, or types or
melons according to those definitive
characteristics now and hereinafter
recognized by the U.S. Department of
Agriculture or recommended by the
committee, and approved by the
Secretary.

§ 979.16 Export.
"Export" means shipment of melons to

any destination which is not within the

II
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48 contiguous States, or the District of
Columbia, of the United States.

§ 979.17 District.
"District" means each of the.

geographic divisions of the production
area initially established pursuant to
§ 979.24 or as reestablished pursuant to
§ 979.25.

§ 979.18 Part and subpart.
"Part" means the Order Regulating the

handling of Melons Grown in South
Texas and all rules and regulations and
supplementary orders issued thereunder.
The aforesaid Order Regulating the
Handling of Melons Grown in South
Texas'shall be a "subpart" of such
"part."

Committee

§ 979.22 Establishment and membership.
(a) There is hereby established a

South Texas Melon Committee,
consisting of ten (10) members, to
administer the terms and provisions of
this part. Six members shall be growers,.
three members shall be handlers, and
one shall be a public member. Each shall
have an alternate who shall have the
same qualifications as the member.

(b) Each member, other than the
public member, shall be an individual
who is, prior, to his selection and during
his term of office'(1) a resident of the
production area, and (2) a grower or
handler, or an officer or employee of a
grower or handler, or of growers' .
cooperative marketing organization.

(c) Five members shall be growers
from District No.1 and one member
shall be a grower from District No. 2. No
person, if he handles melons, shall be
eligible for selection as a grower
member on the committee unless all of
the melons handled by him during the
fiscal period immediately preceding his
proposed selection to the committee
were his own production or unless such
person is an officer or employee of a
growers' cooperative marketing
association. Three members shall be'
handlers from District No. 1;

(d) The public member and alternate
shall be a resident of the production
area and be neither a grower nor a
handler and shall have no direct
financial interest in the commercial
production, financing, buying, packing or
marketing of melons, except as a
consumer, nor shall such person be a
director, officer or employee of any firm
so engaged.

§ 979.23 Term of office.
(a] Except as otherwise provided in

paragraph (b) of this section, the term of
office of committee members and their

respective alternates shall be for two
years and shall begin as of March I and
end the last day-of February or for such
other two year period as the committee
may recommend and the Secretary
approve. The terms shall be so
determined that approximately one-half
of the total committee membership shall
terminate each year. Members and
alternates shall serve in such capacity
for the portion of the term of office for
which they are selected and have
qualified, and until their respective
successors are selected and have
qualified;

- (b) The term of office of the initial
members and alternates shall begin on
the effective date of this subpart.
Approximately one-half the initial
committee members and alternates shall
serve for a I year term.

§ 979.24 Districts.
To determine a basis for selecting

committee members, the following
districts of the production area are
hereby initially established:'
I District No. 1: (Valley) the counties of
Cameron,l-idalgo, Starr, Brooks,
Kleberg, Jim Hogg, Kenedy, and Willacy
in the State of Texas.

District No. 2: (Laredo-Coastal Bend)
the counties of Zapata, Webb, Duval,
Jim Wells, Nueces, San Patricio, La
Salle, McMullen, Live Oak, Bee, and
Refugio in the State of Texas.

§ 979.25 Redistricting,
The committee may recommend, and

the Secretary may approve, the
reapportionment of members among
districts, and the reestablishment of
districts within the production area. In
recommending any such changes, the
committee shall give consideration to:

(a) Shifts in melon acreage within the
districts and within the production area
during recent years;

(b) The importance of new production
in its relation to existing districts;
, (c) The equitable relationship of

committee membership and districts;
and'

(d) Other relevant factors. No change
in districting or in apportionment of
members within districts may become
effective less than 30 days prior to the
date on which terms of office begin each
year and no recommendations for such
redistricting or reapportionment may be
made less than 6 months prior to such
date. -

§ 979.26 Nominatons.
(a) Initial members. Fo nominations

to the initial committee, the meeting or
meetings may be sponsored by the U.S.
Department of Agriculture or by any

agency or group requested to do so by
the Department. The nominations,
resulting from these meetings, for each
of the six initial grower and three initial
handler members of the committee,
together with nomination for the Initial
alternate members for each position
shall be submitted to the Secretary prior
to the effective date of this subpart,

(b) Successor members. (1) The
committee shall hold or cause to be held
not later than January 15 of each year, or
such other date as may be specified by
the Secretary, a meeting or meetings of
growers and handlers in each district for
the purpose of designating at least one
nominee for'each position as member
and for each position as alternate
member of the committee which Is
vacant, or which is about to become
vacant;

(2) The names of nominees shall be
supplied to the Secretary at such time
and in such manner and form as he may
prescribe;

(3) Only growers may participate in
designating grower nominees and only
handlers may participate in designating
handler nominees to the committee;

(4) Only growers and handlers who
are present at such nomination
meetings, or represented at such
meetings by a duly authorized
employee, may participate in the
nomination and election of nominees for
members and their alternates,

(c) Each person, whether grower or
handler, is entitled to cast only one vote
on behalf of himself, his agents,
subsidiaries, affiliates, and
representatives in designating nominees
for committee members and alternates.
An eligible voter's privilege of casting
only one vote shall be construed to
permit a voter to cast one vote for each
position to be filled; ,

(d) The public member and alternate
member shall be nominated by the
members of the committee. The public
member and alternate member shall not
be growers or handlers, or employees of
growers or handlers. The committee
shall recommend rules for receiving
names of persons to be considered for
nomination to the public member and
alternate positions. Rules shall also be
recommended for establishing eligibility
of persons nominated to the public
member and alternate positions. The
persons nominated for the public
member and alternate positions shall be
submitted by the incumbent committee
to the Secretary by January 15, or such

-other date recommended by the
committee and approved by the
Secretary, of the years the terms expire
together with information deemed
pertinent by the committee or as
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requested by the Secretary. The names
of the nominees for the initial public
member and alternate shall be
submitted to the Secretary not later than
90 days after the first regular meeting of
the initial South Texas Melon
Committee.

§ 979.27 Selection.
Committee members and alternates

shall be selected by the Secretary on the
basis of representation provided for in
§ 979.22 from nominations made
pursuant to § 979.26.

§ 979.28 Failure to norninate.
If nominations, including initial

nominations, are not made within the
time and manner prescribed in § 97926,
the Secretary may, without regard to
nominations, select the members and
alternates on the basis of the
representation provided for in § 979.22.

§979.29- Acceptance.
- Any person selected by the Secretary

as member or as an alternate member of
the committee shall, prior to serving as
such, qualify by filing a written
acceptance with the Secretary within
the time period specified by the
Secretary.

§ 979.30 Vacancies.
To fill committee vacancies, the

Secretary may select members or
alternates from nominees on the latest
nomination reports or from nominations
made in the manner specified in 1 979.26
or from other eligible persons. If the
names of nominees to fill any such
vacancy are not made available to the
Secretary within 30 days after such
vacancy occurs, the vacancy maybe
filled without regard to nomination, but
such selection shall be made on the
basis of representation provided for in
§ 979.22.

§979.31 Aternate member.
An alternate member of the committee

shall act in the place and stead of the
member for whom he is an alternate,
during such merber's absence or when
designated to do so by such member. In
the event both a member of the
committee and his alternate are unable
to attefd a committee meeting, the
member or his alternate or the
committee, in that order, may designate
another alternate from the same district
and the same group (handler or grower)
to serve in such member's stead. In the
event of the death, removal, resignation.
or disqualification of a member, his
alternate shall act for him until a
successor of such member is selected
and has qualified. The committee may
request the attendance of alternates at

any or all meetings, notwithstanding the
expected or actual presence of the
respective members.

§ 979.32 Procedure.

(a) Seven members of the committee
shall be necessary to constitute a
quorum and the same number of
concurring votes shall be required to
pass any motion or approve any
committee actions.

(b) In assembled meetings all votes
shall be cast In person. However, the
committee may provide for meetings by
telephone, telegraph, or other means of
communication and any vote cast at
such meetings shall be promptly
confirmed in writing and recorded in the
minutes of each meeting so as to reflect
how each member voted.

§ 979.33 Expenses.

Members and alternates, when
serving as members of the committee.
shall serve without compensaticn but
shall be reimbursed for such expenses
authorized by the committee and
necessarilyincurredby them in
attending committee meetings and in the
performance of their duties under this
part: Provided, That the committee at its
discretion may request the attendance of
one or more alternates at any or all
meetings notwithstanding the expected
or actual presence of the respective
members and may pay expenses as
aforesaid.

§ 979.34 Powers.

The committee shall have the
following powers:

(a) To administer the provisions of
this part In accordance with its terms;

(b) To make rules and regulations to
effectuate the terms and provisions of
this part:

(c) To receive, investigate, and report
to the Secretary complaints of violation
of the provisions of this part; and

(d) To recommend to the Secretary
amendments to this prL

§ 979.35 Duties.
The committee shall have, among

others, the following duties:
(a) As soon as practicable after the

beginning of each term of office, to meet
and organize, to select a chairman and
such other officers as may be necessary,
to select subcommittees, and to adopt,
such rules, regulations, and bylaws for
the conduct of its business as it deems
necessary, and to recommend nominees
for the public member and alternate;

(b) To act as intermediary between
the Secretary andany grower or
handler

(c) To furnish to the Secretary such
available information as he may request;

(d) To appoint such employees,
agents, and representatives as it may
deem necessary, to determine the
compensation and define the duties of
each such person, and to protect the
handling of committee funds through
fidelity bonds;

(e) To investigate from time to time
and to assemble data on the growing.
harvesting, shipping. and marketing
conditions with respect to melons;
(f) To recommend research projects to

the Secretary in accordance with this
part;

(g) To notify handlers of each meeting
of the committee to consider
recommendations for regulations and of
all regulatory actions taken which might
affect growers or handlers and to
provide such notification to producers
through appropriate news releases or
such other means as may be available to
the committee;
(h) To give the Secretary the same

notice of meetings of the committee and
its subcommittee as is given to its
members;

(i) To prepare a marketing policy;
(j) To recommend marketing

regulations to the Secretary;
(k) To recommend rules and

procedures for. and to make
determination in connection with
appropriate safeguards

(1) To keep.minutes. books, and
records which clearly reflect all of the
acts and lnsactions of the committee
and such minutes, books, and records
shall be subject to examination at any
time by the Secretary or his authorized
agent or representative. Minutes of each
committee meeting shall be reported
promptly to the Secretary;

(in) Prior to or at the beginning of each
fiscal period, to prepare a budget of
anticipated expenses for such fiscal
period. together with a report thereon:

(n] To prepare periodic statements of
the financial operations of the
committee and to make copies of each
such statement available to producers
and handlers for examination at the
office of the committee;

(o) To prepare and forward to the
Secretary, prior to the last day of each
fiscal period, an annual report, and
make a copy available to each handler
andi grower who requests iL This annual
report shall contain at least:

(1) A complete review of the
regulatory operations during the fiscal
period.

(2) An appraisal of the effect of such
regulatory operations upon the melon
industry; and
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(3) Any recommendations for changes
in the program.

(p) To cause the books of the
committee to be audited by a competent
accountant at least once each fiscal
period and at such other times asthe
committee may deem necessary or as
the Secetary may request. The report of
such audit shall show the receipt and
expenditure of funds collected pursuant
to this part. Two copies of such report
shall be furnished to the Secretary and a
copy of each such report shall be made,
available at the principal office of the
committee for Inspection by growers
and handlers; and

(q) To consult, cooperate, and
exchange information with other
marketing order committdes and other
individuals or agencies in connection
with all prbper activities and objectives

_under this part.

Expenses and Assessments

§ 979.40 Expenses.
The committee is authorized to incur

such expenses as the Secretary finds are
reasonable and likely to be incurred
during each fiscal period ,by the
committee for its maintenance and
functioning, and for such purposes as
the Secretary, pursuant to this subpart,
determines to be appropriate. Each first
handler's pro rata share of such
expenses shall be proportionateto the
ratio between the total quantity of
melons handled by him as the first
handler thereof during a fiscal period
and the total quantity of melons so'
handled by all handlers as first handlers
thereof during such fiscal period.

§ 979.41 Budget.
Prior to or at the beginning of each

fiscal period and as may be necessary
thereafter, the committee shall prepare
anestimated budget of income and
expenditures necessary for the
administration of this part. The
committee may recommend a rate of
assessment calculated to provide
adequate funds-to defray its proposed
expenditures. The committee shall
present such budget to the Secretary
with an accompanying report showing
the basis for its calculations.

§ 979.42 Assessments.
(a) The funds to cover the committee's

expenses shall be acquirdd by the
levying of assessments upon handlers as
provided for in this subpart. Each
handler who first handles melons shall
pay assessments to the committee upon
demand, which assessments shall be in
payment of such handler's pro rata
share of the committee's expenses;

(b) Assessments shall be levied during
each fiscal period upon handlers at a
rate per unit established by the
Secretary. Such rates may be
established upon the basis of the
committee's recommendations and other
available information;

(c) At any time during or after a given
fiscal period the committee may
recommend the approval of an amended
budget and an increase in the rate of

- assessment in conformance with
§ 979.41. Upon the basis of such
recommendations, or other available
information, the Secretary may approve
an amended budget and increase the
assessment rate. Such increase shall be,
applicable to all melons which were
handled by each first handler thereof
during such fiscal period;

(d) The paynient of assessments for
the maintenance and functioning of the
committee may berequired irrespective
of whether particular provisions of this
part are suspended or become
inoperative;

(e) To provide funds for the
administration of the provisions of this
part the committee may accept the
payment of assessments in advance;

(f) If a handler does not pay his
assessment within the time prescribed
by the committee, the assessment may
be increased by a late payment charge
or an interest charge at rates prescribed
by the committee with the approval of
the Secretary.

§ 979.43 Accounting.
(a) All funds received by the

committee pursuant to the provisions of
this part shall be used solely for the
purposes specified in this part. At the
end of the fiscal period an annual
financial audit shall be-conducted by a
competent accountant and two copies
sent to the Secretary; ,

(b) The Secretary may at any time
require the committee, its members and
alternates, employees, agents, and all
other persons to account for all receipts
and disbursements, funds, property, or
records for which they are responsible.
Whenever any person ceases to be a
member of the committee or alternate,
he shall account to his successor the
committee, or to the person designated
by the Secretary, for all receipts,
disbursements, funds and property
(including but not limited to books and
other records) pertaining to the
committee's activities for which he is
responsible, and shall execute such
assignments and other instruments as
may be necessary or appropriate to vest
in the successor, the committee, or
person designated by the Secretary, the

right to all such property and funds and
all claims vested in such person:
, (6) The committee may make

recommendations to the Secretary for
one or more of the members thereof, or
any other person-to act as a trustee for
holding records, funds, or any other
committee property during periods of
suspension of this part, or during any
period or periods when regulations
under this under this part are not in
effect, and, 'if the Secretary determines
such action appropriate, he may direct
that such person or persona may act as
such trustee or trustees.

§ 979.44 Excess funds.
(a) If, at the end of a fiscal period the

assessments collected are in excess of
expenses incurred, each handler entitled
to a proportionate refund of any such
asgessments which represent payments
by the handler in excess of his pro rata
share, shall be credited with such refund
against his operations of the following
fiscal period or such excess shall be
accounted for in accordance with one of
the following:

)1 The committee, with the approval
of the Secretary, may establish an
operatng monetary reserve and may
carry over to subsequent fiscal periods
excess funds in a reserve so established,
except funds in the reserve shall not
exceed approximately two fiscal
periods' expenses. Such reserve funds
may be used (I) to defray any expenses
authorized under this part, (ii) to defray
expenses during any fiscal period prior
to the time assessment income is
sufficient to cover such expenses, (iii) to
cover deficits Incurred during any fiscal
period when assessment income is less
than expenses, (iv) to defray expenses
incurred during any period when any or
all provisions of this part are suspended
or are inoperative, and (v] to cover
necessary expenses of liquidation in the
event of termination of this part. Any
funds remaining after termination
should be refunded to handlers on a pro
rata basis. If it is found impracticable to
return such remaining funds to handlers,
such funds shall be disposed of In such
manner as the Secretary may determine
to be appropriate;

(2) If such excess is not retained in a
reserve or used to defray necessary
expenses of liquidation, as provided for
in subparagraph (1) of this paragraph, it
shall be refunded proportionately to the
handlers from whom collected, except
any sum paid by any handler in excess
of his pro rata share of the expenses
during any fiscal period may be applied
by the committee at the end of such
fiscal period to. any outstanding
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obligations due the committe from such
handler.

Research and Development

§ 979.43 Research and developmenL
The committee, -with the aplroval of

the Secretary, may establish or provide
for the establishment of production
research, marketing research, and
development projects designed to assist.
improve, or promote the marketing.
distribution, consumption, or efficient
production of melons. The expenses of
such projects shall be paid from funds
collected pursuant to § 979.42.

Regulations

§ 979.50 Marketing policy.
(a) Prior to or at the same time initial

recommendations in any fiscal period
aremade pursuant to § 979.51. and as
the Secretary may require, the
committee shall prepare a marketing
policy statement. Notice of such
marketing policy shall be given to
producers, handlers, and other
interested parties by bulletins,
newspapers or other appropriate media.
and copies thereof shall be submitted to
the-Secretaryand shall be available at
the committee office to all interested
parties;

(b) Marketing policy statements
relating to recommendations for
regulations shall give appropriate
consideration to melon supplies for the
remainder of the season, with special

-consideration to:
(1) Estimates of total supplies

including grade, size, and quality
thereof, in the production area;

(2) Estimates of supplies of melons in
compqting areas;

(3) Estimates of supplies of other
competing commodities;

(4) Marketprices by grades, sizes.
containers, and packs;

(5) Anticipated marketing problems;
(6) Level and trend of consumer

income; and
(7) Other relevant factors.

§ 979.51 Recommendations for
regulations.

Upon complying with requirements of
§ 979.50, the committee may recommend
regulations to the Secretary when it
finds that such regualtions as are
auth6rized in this order will tend to
effectuate the declared policy of the act.

§ 979.52 Issuance of regulations.
(a) The Secretary shall limitby

regulation the handling of melons when
he finds from the recommendations and
information submitted by the committee,
or from other available information, that

such regulations would tend to
effectuate the declared policy of the act.

(b) Such regulations may:
(1) limit the handling of particular

grades, sizes, maturities, qualities, or
packs, or any combination thereof, of
any or all varieties of melons during any
period;

(2) Limit the handling of particular
grades, sizes, maturities, qualities, or
packs of melons differently for different
varieties, for different markets, for
different containers, or any combination
of the foregoing, during any period;

(3) Fix the size, capacity, weight.
dimension, or pack of the container, or
containers, which may be used in the
packaging or handling of melons,
including appropriate container
markings to identify the contents
thereof.

(c) The regulations or any portions of
such regulations issued hereunder may
be amended, modified. suspended. or
terminated by the Secretary whenever it
is determined:

(1) That such action is warranted
upon recommendation of the committee
or other available information;

(2) That such action is essential to
provide relief from inspection,
assessment or regulations under
paragraph (b) of this section for
minimum quantities less than customary
commercial transactions; or

(3) That regulations issued hereunder
obstruct or no longer tend to effectuate
the declared policy of the act.

§ 979.54 Handling for special purposes.
Regulations in effect pursuant to

§ 979.42, § 979.52, or § 979.80 maybe
modified. suspended. or terminated by
the Secretary, upon recommendation of
the committee, to facilitate handling of
melons for. (a) Relief or charity, (b)
experimental purposes, (c) exports, and
(d) other special purposes, which may
be recommended by the committee and
approved by the Secretary.

§ 979.55 Safeguards.
The committee, with the approval of

the Secretary. may establish through
rules and regulations, the requirements
with respect to proof that shipments
made pursuant to § 979.54 were handled
and used for the purpose stated.
§ 979.56 Notificaton of regulations.

The Secretary shall promptly notify
the committee ofregulations issued and
of any modification, suspension, or
termination thereof. The committee shall
give notice thereof to all handlers of
melons in the production area. In
addition, the committee shall make the
information available to growers

through appropriate news releases or
such other means as may be available.

Inspection

§ 979.60 Inspecton and cetffction.

(a) Whenever the handling of melons
is regulated pursuant to § 979.52 or at
other times when recommended by the
committee andapproved by the
Secretary, no handler shall handle
melons unless they are inspected by an
authorized representative of the
Federal-State Inspection Service and are
covered by a valid inspection certificate.
except when relieved from such
requirements pursuant to § 979.52(c). or
§ 979.54, or paragraph (b) of this section.
The cost of such inspection shall be
borne by the applicant.

(b) Regrading. resorting. repacking
any lot of melons, or breaking any lot
(without continuing identification of
applicable inspection or subcertification
thereof) shall invalidate any applicable
inspection certificate insofar as the
requirements of this section are
concerned. No handler shall handle
melons after a lot has been broken.
regraded, repacked, or resorted, or in
any other way additionally prepared for
market. unless such melons are
inspected by an authorized
representative of theFederal orFederal-
State Inspection Service. Such
inspection requirements on regraded,
resorted. repacked. or broken lots of
melons may be modified, suspended or
terminated upon recommendation by the
committee, and approval of the
Secretary.

(c) Insofar as the requirements of this
section are concerned. the length of time
for which an Inspection certificate is
valid may he established by the
committee with the approval of the
Secretary.

(d) When melons are inspected in
accordance with the requirements of
this section, a copy of each inspection
certificate issued shall be made
available to the committee by the
Inspection Service.

(e) The committee may recommend
and the Secretary may require that no
handler shall transport or cause the
transportation of melons by motor
vehicle or by other means unless such
shipment is accompanied by a copy of
the inspection certificate issued thereon,
or such other documents as may be
required by the committee. Such
certificates or documents shall be
surrendered to proper authorities at
such time and in such manner as maybe
designated by the committee, with the
approval of the Secretary.

2201-3
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Reports

§ 979.0 Reports.
Upon request of the committee, made

with the approvdl of the Secretary, each
handler shall furnish to the committee,
.in Such manner and form and-at such
time as it may prescribe, such reports
and otherinformation as may le
necessary for the committee to perform
its duties under this part:

(a) Such repdrts may include, but are
not necessarily limited to, the following:

(1) The number of acres of melons and
the approximate dates planted, for all
melons which will be handled by each
handler

(2) The quantities of melons received
by a handler,

(3) Identification of the inspection
certificates relating to the melons which
were handled pursuant to § 979.52 or
§ 979.54 or both.

(b) All such reports shall be held
under appropriate protective -.
classification and cvstody by the
committee, or duly appointed eniployees
thereof, so that the Wiormation
contained therein which may adversely
affect the competitive position of any
handler in relation to pther handlers will.
not be diclosed. Compilations of general
reports froii data submitted by handlers
is authoriied, subject to the prohibition
of disclosure of individual handlers'
identities or operations.,

cJ Each handler shall maintain for at.
least Z succeeding years such records
and documents-on melons rceved by.
him as may be necessary to vqrify
reports submitted to the committee
pursuant to this section.

(d) For the purpose of assuring
complianc e with recordkeeping
requirements'and certifying reports of
handlers, the Secretary and the
committee, through their duly authorized
employees or agents, shall have access
to any premises where applicable
records are located, and whereihelons
are handled, and at any time during
reasonable businebs'hoirs shall be
permitted to inspect such handler's-
premises and examine any and all -

records.of such persons with respect to
matters within-the purview of this part.

(e) Any person filing a report, record,
or application that iswillfully
misrepresented shall be subject to the
legal penalties for such.
misrepresentation of Government
reports.

Compliance

§ 979.81 Compliance.
Except as provided in this suboart, no

handler shall handle melons, the
handling of which has been prohibited

by the Secretary in accordance with
provisions of this subpart, or the rules
and regulations thereunder, and no
handler shall handle melons except in
conformity with the provisions of this
part.

Miscella neus Provisions

§ 979.82 RIht of the Secretary.
The members of the committee

(including successors and alternates)
and any agents or employees appointed
or employed by the committee shall-be
subject to removal or suspension by the
Secretary, at any time. Each and every
order, regulation, 'decisions,
determination, or other act of the
committee shall be subject to the
continuing right of the Secretary to
disapprove of the same at any time.
Upon such disapproval, the disapproved
action of said committee shall be
deemed null and void, except as to acts
done in reliance thereon or in
compliance therewith prior to such
disapproval by the Secretary.

§ 979.83 Effective time.
The provisions of this subpart-or any

amendment thereto shall become
effective at such time as the Secretary
may declare and shall continue in force
until terminated in one of the ways

'specified in this subpart.

§ 979.84 Termination.

(a) The Secretary shall, whenever he"
'finds that any or all provisions of this
subpart obstruct or do not tend to
effectuate the declared policy of this act,
terminate or suspend the operation of
this subpart or-such provision thereoL

(b)'The Secretary shall terminate the
provisions of this subpart at the end of

-the then current fiscal period whenever
'he finds that such termination is favored
by a majority of the growers who, during
a representative period determined by
the Secretary, have been engaged in the
production for market of melons within
the'production area: Provided, That such
.majority has during such representative
period, produced for market more than
50 percent of'the volume of such melons
produced for market.'

* (c) The provisions for this bubpart,
shall; in any event, terminate whenever
the provisions of the Act authorizing
'them cease to be im effect,

§ 979.85- Proceedings after termination.

(a) Upon the termination of the , -... ,
,provisions of this. subpart, the then

functioning members of the committee
shall continue as ,joint trustees for the-
purpose of settlinr -the affairs of the
committee by liquidating all funds and

'-property thenin the possdssion of or

under control of the committee,
including claims for any funds unpaid or
property not delivered at the time of
such termination. Action by said
trusteeship shall require the concurrence
of a majority of the said trustees.

(b) The said trustees shall continue In
such capacity until discharged by the
Secretary; shall, from time to time,
account for all receipts and
disbursements and deliver all property
on hand, together with all books and
records of the committee and of the
trustees, to such persons as the
Secretary may direct; and shall upon
request of the Secretary, execute such
assignments or other instruments
necessary or appropriate to vest in such
persons full title and right to all of the
funds, property and claims vested in the
committee or the trustees pursuant 'to
this subpart.

(c) Any person to whom funds,
property or claims have been
transferred or delivered by the
committee or Its members, pursuant to
this section, shall be subject to the same
obligations imposed upon the members
of the committee and upon the said
trustees.

§ 979.86 Effect of termination or
amendments.

Uhless otherwise expressly provided
by the Secretary, the termination of this
subpart or of any regulation Issued
puisuant to thii iubpart, or the Issuance
of any amendments to 6tther thereof,
s.hfUl ndt'(a) affect or waiVe any right,
duty, 'bligation or liability which shall
have arisen or which may thereafter
arise in'connecti6n with any provision
of this subpart, or (b) release or
'extinguish any violation of this subpart
or any regulation issued under this
subpart, or (c) affect or impair any rights
or remedies of the Secretary or of any,
other person with respect to any stbh
violation.

§ 979.87 DUration of Immunities. -

- The benefits, privileges and
imunities conferred upon any person

by virtue of this subpart shall cease
upon the termination of this subpart,
except with respect to acts done under
and during the existence of this subpart,

§ 979;88 Agents.
The Secretary may; by designation in

writing, name any person, including any
officer or employee of th6 U.S.
Department of Agriculture, to act as his
agent or representative in connection
with any of the provisions of this
subpart.
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§ 979.89 Derogation.

Nothing contained in this subpart is,
or shall be construed to be, in
derogation or in modification of the
rights of the Secretary or of the United
States-to exercise any powers granted
by the act or otherwise, or, in
accordance with such powers, to act in
the premises whenever such action is
deemed advisable.

§ 979.90 Personal liability.
No member or alternate member of

the committee nor any employee or
agent thereof, shall be held personally
responsible, either individually or jointly
with others in any way whatever, to any
handler or to any person for errors in
judgment, mistakes or other acts, either
of commission or omission, as such
member, alternate, agent or employee,
except for acts of dishonesty, willful
misconduct or gross negligence.

§ 979.91 Separability.
If any provision of this subpart is

declared invalid, or the applicability
thereof to any person, circumstance, or
thing is held invalid, the validity of the
remainder of this subpart, or the
applicability thereof to any other
person, circumstance, or thing, shall not
be affected thereby.

§ 979.92 Amendments.
Amendments to this subpart may be

proposed from time to time, by the
committee or by the Secretary.

§979.93 Counterparts,
This agreement may be executed in

multiple counterparts and when one
counterpart is signed by the Secretary,
all such counterparts shall constitute,
when taken together, one and the same
instrument as if all signatures were
contained in one original.'

§ 979.94 Additional parties,
After the effective date hereof, any

handler may become a party'to this
agreement if a counterpart is executed
by him and delivered to the Secretary.
This agreement shall take effect as to
such new contracting party at the time
such counterpart is delivered to the
Secretary, and the benefits, privileges,
and immunities conferred by this
agreement shall then be effective as to
such new contracting party.'

§ 979.95 Order with marketing agreement
Each signatory handler hereby

requests the Secretary to issue, pursuant
to the act, an order providing for
regulating the handling of melons in the

1Applicable only to the proposed marketing
agreement.

same manner as is provided for In this
agreement.1

(Secs. 1-19, 48 Stat 31, as amended. 7 U.S.C.
601-674)

Effective date: April 13, 1979.
Signed at Washington. D.C.. on April 10.

1979.
P.RL"llobby' Smith,
Assstan SeaW[fCrUfA1,LV 1=1
Trnpartaton rrice
[Docket No. AG-I
[FR Doc. 79-11644 Fied 4-iz-F &45 aml
BILNG CODE 3410-02-

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Part 78

Brucellosis Areas

AGENCY: Animal and Plant Health
Inspection Service, USDA.
ACTION: Final Rule.

SUMMARY: These amendments add the
counties of Colfax, Cuming, and Wayne,
Nebraska, and Orleans, Vermont, to the
list of Certified Brucellosis-Free Areas
and delete such counties from the list of
Modified Certified Brucellosis Areas. It
has been determined that these counties
qualify to be designated as Certified
Brucellosis-Free Areas. The effect of this
action will allow for less restrictions on
cattle and bison moved interstate from
these areas. These amendments also
add the county of Drew, Arkansas, to
the list of Modified Certified Brucellosis
Areas and delete It from the list of
Certified Brucellosis-Free Areas because
it has been determined that this county
now qualifies only as a Modified
Certified Brucellosis-Free Area. The
effect of this action will provide for
more restrictions on cattle and bison
moved interstate from this area.
EFFECTIVE DATE: April 13, 1979.
FOR FURTHER INFORMATION CONTACT.
Dr. A. D. Robb, USDA. APHIS, VS,
Room 805, 6505 Belcrest Road,
Hyattsville MD 20782. 301-436-8713.
SUPPLEMENTARY INFORMATION: A
complete list of brucellosis areas was
published in the Federal Register (43 PR
60865-60867) effective December 29.
1978. These amendments add the
counties of Colfax, Cuming, and Wayne
in Nebraska, and Orleans in Vermont. to
the list of Certified Brucelloss-Free
Areas in § 78.20 and delete such
counties from the list of Modified
Certified Brucellosis Areas in § 78.21,
because it has been determined that

they now come within the definition of a-
Certified Brucellosis-Free Area
contained in § 78.1(1) of the regulations.
These amendments add the county of
Drew in Arkansas to the list of Modified
Certified Brucellosis Areas in § 78.21
and delete this county from the list of
Certified Brucellosis-Free Areas in
§ 78.20, because it has been determined
that it now qualifies only as a Modified
Certified Brucellosis Area as defined in
§ 78.1(m) of the regulations. This list is
updated monthly and reflects actions
taken under criteria for designating
areas according to brucellosis status.

Accordingly, Part 78, Title 9, Code of
Federal Regulations, is hereby amended
in the following respects:

§ 78.20 [Amended]
1. In § 78.20, paragraph (b) is amended

by adding: Nebraska. Colfax. Cuming.
Wayne; and deleting: Arkansas. Drew.

§ 78.21 [Amended]
2. In § 78.21, paragraph (b) is amended

by adding: Arkansas. Drew; and by
deleting: Nebraska. Colfax. Cuning,
Wayne.
(Secs. 4-7.23 Slat 32, as amended; secs. I
and 2 3Z Stat. 791-792 as amended; sec. 3,33
Stat 125, as amended; sec. 2. 65 Stat 693;
and secs 3 and 11. 76 Stat 130,132; 21 U.S.C
111-113,114a-1. 115117,120.121.125,134b,
134. 37 FR 28464,28477; 38 FR 19141. 9 CFR
7825.)

The amendment designating areas as
certified Brucellosis Free areas relieves
restrictions presently imposed on cattle
and bison moved from the areas in
interstate commerce.

The restrictions are no longer deemed
necessary to prevent the spread of
brucellosis from such areas, and
therefore the amendment should be
made effective immediately in order to
permit affected persons to move cattle.
interstate from such areas without
unnecessary restrictions.

The amendment designating an area
as a modified certified brucellosis area
imposes restrictions presently not
imposed on cattle and bison moved from
that area in interstate commerce. The
restrictions are necessary in order to
prevent the spread of brucellosis from
such area, and therefore the amendment
must be made effective immediately to
accomplish its pupose in the public
interest. It does not appear that public
participation in this rulemaking
proceeding would make additional
relevant information available to the
Department.

Accordingly, under the administrative
procedure provisions of 5 U.S.C. 553, it is
found upon good cause that notice and
other public procedure with respect to

- I
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the amendment are impra
unnecessary, and good ca
for making them effective
publication in the Federal

Done at Washington, D.C.,
April 1979.

Note.-This final rulemald
published under emergency
authorized by E.O. 12044 an
Memorandum 1955. It has be
by Paul Becton, Director, Na
Eradication Program, APHIS
the emergency nature'of this
indicated above, warrants th
this rule without waiting for
These amendments, as Well
regulation, will be scheduled
under provisions of E.O. 12G
Secretary's Memorandilm 19
will include preparation of a
Analysis Statement which w
from Program Services Staff
Belcrest Road, Federal Build
Maryland, 20782. 301-436-86
.A. Sdchf.

Acting Deputy Adminalstrtor, Veterin
[FR Dec. 7g.:1I108 Filed 4-12-79-; 8:45

BILLING CODE 3410-34-M

DEPARTMENT OF AGRI

Animal and Plant Health
Service

9 CFR Part 82

Area Released From Qu

AGENCY: Aninial and Plai
Inspection Service, USD
ACTION: Final rule.

SUMMARY: The purpose o
amendment is to release
Orange County in Califo:
areas quarantined becau.
Newcastle disease. Surve
indicates that exotic New
no longer exists in the ar
EFFECTIVE DATE: April 6,

FOR FURTHER INFORMATIC
Dr. M. A. Mixson, USDA,
Federal Building, Room 7
MD 20782, 301-436-8073.

SUPPLEMENTARY INFORMA
amendment releases a po
County in California from
quarantined because of e
Newcastle disease under
in 9 CFR Part 82, as amen
the restrictions pertainiq
interstate movement of p
and psittacine birds, and
other species under any f
confinement, and their ca
parts thereof, and certain
from quarantined areas; a

cticable and
use if found
upon
Register.

-this 5th day of

ngis being
procedures as
I Secretary's
en determined
tional Brucellosis
,VS, USDA, that
action, as
he publication of
public comment
as the complete
I for review

9 CFR Part 82, as amended, will no
longer apply to the released area.

Accordingly, Part 82, Title 9, Code of
Federal Regulations, is hereby amended
in the following respect.

§82.3 [Amended]

In § 82.3(a)(1), relating to the State of
California, paragraph (viii) relating to
Orange County is deleted.

(Sacs. 4-7, 23 Stat. 32, as amended; secs. 1
and 2, 32 Stat. 791-792, as amended; sacs. 1-4,
33 Stat 1264, 1265, as amended; secs. 3 and
11, 76 Stat. 130, 132; (21 U.S.C. 111-113,115,
117,120,123-126,134b, 134f); 37 FR 28464,
28477; 38 FR 19141.)

44 and The amendment relieves certain
55. The review restrictions no longer deemed necessary
n Impact to prevent the spread of exotic
vil be available Newcastle disease. It should be madeRoom 870, 6505Ring, Hyattsville, effective immediately in order to permit
ing, Haffected persons to move poultry,

mynah, psittacine birds, and birds of all

other species under any form of
confinement, and their carcasses and
parts thereof, and certain other.articles,
interstate from such area without
unnecessary restrictions. It does not
appear that public participation in this

CULTURE rulemaking proceeding would make
additional relevant information

I Inspection available to the Department.
Accordingly, under the administrative

procedure provisions in 5 U.S.C. 553, it i.
found upon good cause that notice and

arantine other public procedure with respect to
the amendment are impracticable and

it Health contrary to the public interest and good
cause is found formaking it effective
less than 30 days after publication in the
Federal Register.

f this Done at Washington, D.C., this 6th
a portion of day of.April 1979.
nia from the Note.-This final rulemaking is being
se of exotic published under emergency procedures as
lillance activity authorized by E.O. 12044 and Secretary's
vcastle disease Memorandum 1955. Ithas'been determined
ea quarantined, by J. K. Atwell, Assistant Deputy
1979. Administrator, Animal Health Programs,

APHIS, VS, USDA, that the emergency nature
N CONTACT. of the release of this quarantine as indicated
APHIS, VS, above, warrants the publication of this
48, Hyattsville, document without waiting for public

comment This amendment, as well as the
tTION: This complete regulation, will be scheduled for
irtion of Orange review under provisions of E.O. 12044 and
the areas Secretary's Memorandum 1955. The review

xotic will include preparation of an Impact
the regulations Analysis Statement which will be available
ded. Therefore, from Program Services Staff, Room 870,
to the Federal Building. 6505 Belcrest Road,

gty mynah Hyattsville, MD 2078Z, 301-436-8695.sultry, mynah X .ofbirds of all T. Gaff.
orm of AcingDeputyAdmlndstrtor. VeterinaiyServices.rasses and [FR Do 79-11412 Filed 4-12-79; 84S am]other articles BILNG CODE 3410-34M

is contained in

I

SUMMARY: The purpose of this
amendment is to release a portion of
Riverside County in California from the
areas quarantined because of exotic
Newcastle disease. Surveillance activity
indicates that'exotic Newcastle disease
no longe exists in the area quarantined.
EFFECTIVE DATE: April 10, 1979.
FOR FURTHER INFORMATION CONTACT:
Dr. M. A. Mixson, USDA, APHIS, VS,
Federal Building, Room 748, Hyattsville,
MD 20782, 301-436-8073.

SUPPLEMENTARY INFORMATION: This
amendment releases a portion of
Riverside County in California from the
areas quarantined because of exotic
Newcastle disease under the regulations
in 9 CFR Part 82, as amended. Therefore,
the restrictions pertaining to the
interstate movement of poultry, mynah
and psittacine birds, and birds of all
other speciesunder any form of
confinement, and their carcasses and
parts thereof, and certain other articles
from quarantined areas, as contained in
9 CFR Part 82, as amended, will no
longer apply to the released area.

Accordingly, Part 82, Title 9, Code of
Federal Regulations, I& hereby amended

Sin the following respect:

§ 82.3 [Amend edl
In § 82.3(a)(1), relating to the State of

California, paragraph (iv) relating to.
Riverside County is deleted.

t (Secs. 4-7,'23 Stat. 32, as amended; sacs, 1
and 2, 32 Stat. 791-792, as amended: seacs. 1-4,
33 Stat. 1264,1265, as amended; sacs. 3 and
11, 76 Stat, 130,132; (21 U.S.C. 111-113, 115,
117,120, 123-126, 134b, 1341}; 37FR 28464,
28477; 38FR 19141)

The amendment relieves certain
restrictions no longer deemed necessary
to prevent the spread of exotic
Newcastle disease. It should be made
effective immediately in order to permit
affected persons to move poultry,
mynah, psittacine birds, and birds of all
other species under any form of
confinement, and their carcasses and
parts thereof,.and certain other articles,
interstate from such area without
unnecessary restrictions. It does not
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DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Part 82

Exotic Newcastle Disease; and
Psittacosis or Ornithosis in Poultry;
Area Released From Quarantine

AGENCY: Animal and Plant Health
Inspection Service, USDA.
ACTION: Final rule.
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appear that public participation in this
rulemaking proceeding would make
additional relevant information
available to the Department.

Accordingly, under the administrative
procedure provisions in 5 U.S.C. 553, it is
found upon good cause that notice and
other public procedure with respect to
the amendment are impracticable and
contrary to the public interest and good
cause is found foi making it effective
less than 30 days after publication in the
Federal Register.

Done at Washington, D.C., this 10th
day of April 1979.

Note.-This final rulemaking is being
published under emergency procedures as
authorized by E.O. 12044 and Secretary's
Memorandum 1955. It has been determined
by J. -K Atwell. Assistant Deputy.
Administrator,.Animal Health Programs,
APHIS, VS, USDA. that the emergency nature
of the release of this quarantine, as indicated
above, warrants the publication of this
document without waiting for public
comment. This amendment, as well as the
complete regulation, will be scheduled for
review under provisions of E.O. 12044 and
Secretary's Memorandum 1955. The review
will include preparation of an Impact
Analysis Statement which will be available
from Program Services Staff, Room 870,
Federal Building, 6505 Belcrest Road,
Hyattsville, MD 20782,301-436-8695.
Norvan L. Meyer,
Actin DeputyAdministrator, Veteri-=aySerwces.
[FR Doc. 79-11617 Filed 4-12-79; 8:45 am)
BILLING CODE 3410-34-U

Food Safety and Quality Service

9 CFR Part 381

Young Chicken Slaughter Inspection
Rate Maximums

AGENCY:. Food Safety and Quality
Service, USDA.

ACTION: Final rule.

SUMMARY: This document establishes
maximum young chicken slaughter
inspection rates in terms of birds per
inspectpr per minute. Inspection is
performed on a moving production line;
therefore, this control is necessary to
assure that sufficient time is available to
perform the standard inspection tasks.
The rule replaces presently available
informal guidelines and provides
uniform national inspection rates.

EFFECTIVE DATE: April 13, 1979.

FOR FURTHER INFORMATION CONTACT.
Mr. Clyde S. Smithson, Acting Chief
Staff Officer, Work Standards and Data
Services Staff, Technical Services, Meat
and Poultry inspection, Food Safety and
Quality Service, U.S. Department of

Agriculture, Washington. DC 20250,
(202) 447-2987.
SUPPLEMENTARY INFORMATION: The
Poultry Products Inspection Act (21
U.S.C. 451 et seq.), among other things,
requires the Secretary of Agriculture,
whenever processing operations are
being conducted, to cause to be made by
inspectors, a post-mortem examination
of the carcass of each bird (chicken,
turkey, duck, goose,.or guinea)
processed, in each official establishment
processing such poultry for commerce or
otherwise subject to inspection under
the Act The post-mortem inspection is
essentially one of having an inspector
examine the exterior, the interior of the
body cavity, and the exposed viscera of
each bird slaughtered. This inspection Is
performed on a moving production line.
In carrying out this inspection, the
poultry post-mortem inspectors follow a
standardized procedure. The procedure
is designed to assure that only
wholesome and otherwise not
adulterated poultry carcasses and parts
are passed for human fobd.

The amount of time needed to perform
the inspection procedure varies with the
production line configuration and the
number of inspector stations. For the
most prevalent combinations of these
variables, maximum inspection rates for
young chickens I have been obtained
from studies conducted in poultry
slaughtering establishments. These rates
have been listed in informal guidelines
and have been made available to the
poultry industry, the inspection
-ersonnel, and the public. However, due
to varying interpretations of the
guidelines, different inspection rates
have developed in different parts of the
country. Questions concerning these
inspection rate differences for young
chicken slaughter operations have been
raised by various segments of the
poultry industry.

In an effort to apply inspection
procedures and practices uniformly and
preclude inconsistencies in
interpretation of maximum inspection
rates, a study group of inspection
officials was convened by the
Administrator to review the situation.
The group visited a number of poultry
slaughter establishments and gathered a
variety of statistical data. It was
determined that inspection rate
differences for young chickens did exist
as a result of inconsistent
interpretations'of the guidelines. The
extent of these differences was also
analyzed. The group then addressed
possible solutions to the problem. Ten

I The standards in § 38a170(a) of the regulations
(9 CFR 381.1,70[a)) specify which classes of chickens
constitute young chickens.

alternatives were presented. These
alternatives were based upon a number
of earlier studies involving work
measurement data and changes'in
industry and flock conditions. A number
of modifications in inspection
procedures were also considered. The
alternatives consisted of a variety of
combinations of these factors.

The study group has now completed
its review and made recommendations
to the Administrator." The group
recommended two alternatives. One
recommended alternative involves the
establishment of a modified traditional
inspection procedure in which certain
Inspection tasks on each bird are
delegated to different inspectors.
Traditionally, one inspector performed
all the inspection tasks on each bird.
The study determined that this
alternative solution required further
experiments and analysis before any
implementation. The other
recommended solution was the
establishment of national maximum line
inspection rates based upon the rates
currently in effect in the Southwest
Region, which the study group found to
be the proper limit to ensure adequacy
of inspection. Based on the
recommendations of the study group, the
Southwest Region rates have been
increased by 5 percent by making a
minor change in inspection procedures.
This change consists of the elimination
of tibia palpation, which has been found
to be no longer necessary in view of the
improved health conditions of today's
flocks. The study group worked out
revised rates based on this combination.

Development and analysis of modified
traditional inspection has been
completed and that alternative
procedure can now be implemented.
Where applicable, inspection can be
accomplished at a faster rate by that
procedure than is currently found
anywhere in the country with no
lessening of consumer protection.
Provision has been made for use of the
modified traditional inspection
procedure; in those circumstances where
it is applicable, in another document
published elsewhere in this issue of the
Federal Register. I

In this document, the Food Safety and
Quality Service is herein establishing
maximum national rates based on the
other study group recommendation for
situations where the traditional

2 The alternatives are discussed in detail in the
Report of Inspection Rate Study Group. The Report
can be obtained by contacting Mr. Clyde S.
Smithson. Acting Chief Staff Officer. Work
Standards and Data Ser.ices S!aff. Meat and
Poultry Inspection. Food Safety and Quality Serice
U.S. Department ofAgriculture. Washington. DC

82}50 (2) 447-2)67.
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inspectionprocedure will be used.
Formalization of inspection rates will
ensure that both industry and inspection
officials ate clearly informed of the
maximum rate which cannot be
exceeded. This should eliminate any
current regional inequities.

In order to provide rates for !he more
common line configurations, two
additional rates (the rates for line
configurations 6-1and 24-2] not
included in the study group report have
been determined by mathematically
extending the data presented in the
report. Under these regulations, the
inspector in charge remains responsible
for reducing production line rates where
in his/her judgment the prescribed

.inspection procedure cannot be
adequatelyperformed within the time
available, eitherbecause the birds are
not presented by the official
establishment in such a manner that the
carcasses, including both internal and
external surfaces and all organs, are
readily accessible for inspection, or
because the health conditions of a
particular flock dictate a need for a
more extended inspection procedure.

The inspection rates will result in
some adjustments to present plant
production levels. The following table
shows a comparison of the'new
maximum inspection rates compared to
a range of the rates being enforced in
various parts of the country.'

Line New maximum rate Percent ran6e of rate.
config aton (birds/minute) Pw:ds/ninute)

25 25.
12-1- 23 22-25.
12-2- -- 21 20-24.
18-1 19 18-20-

19 not common.
1s 16%-20.

24-1. 161 15z-16 .

24-2...._..._. 1 not common
24-4 .... _... . 15 15%-16V .

Establishments currently operating at
production line speeds below the new
inspection rates may increase
production levels. Establishments that
are exceeding the new maximum rates
shall decrease production line speeds.
After initial review, it appears that
approximately 44 plants located
primarily in the Northeast Region will
be required to reduce line speeds if they
continue to operate their present line.
configurations under the traditional
inspection method.

This document deals only with rates
for the slaughter of young chickens. The
standards in § d81.170(a) of the poultry
products inspection regulations (9 CFR
381.170(a)) specify which classes of
chickens constitute youpg chickens. The
Department is first aiming its resources
toward the establishment of improved

procedures and maximum line speeds"
for young chickens since these
constitute the vast majority of all
poultry slaughtered inthis country.
Consideration of appropriate
improvements regarding other types of
poultry will be undertaken in the future.

Therefore, the Federal poultry
products inspection regulations (9 CFR
Part 3811 are hereby amended as set
forth below:

The Table of Contents is amended to
reflect the following change, and the
heading and text of a new § 381.67 are
added to Subpart I to read as follows:

§ 381.67 Young chicken slaughter
inspection rate maximums under ti'aditlonal
Inspection procedure

The maximum birds to be inspected
by each inspector per minute under the
traditional inspection procedure for the
different young chicken slaughter line
configurations are specified in the
following table. These maximum rates,
shall not be exceeded. The inspector in
charge shall be responsible for reducing
production line rates where in the
inspector's judgment the prescribed
inspection procedure cannot be
adequately performed within the time
available, either because the birds are
not presented by the official
establishment in such a manner that the
carcasses, including both internal and
external surfaces and all organs, are
readily accessible forinspection, or
because the health conditions of a
particular flock dictate a need for a
more extended inspection procedure.
The standards in- § 381.170(a) of this Part
specify which classes of birds constitute
young chickens. Section 381.76(b)
specifies when either the traditional
inspection procedure or the modified
traditional inspection procedure can or
must be used.

Maximum Production Line Rates-Young
Chickens-Tradtional Ins-ectlon Procedures

Line Number of inspector Birds per Inspector per
configuration' stations minute

1 25
2 23

12-2- 2 21
18-I - 3 19
18-2.- - 3 19
18-3 - 3 1
24-1____.. . 4 16%
24-2 - 4 16
24-4----. 4 1 5V

'Birds are suspended on the slaughter line at 6-Inch
ntervals. The first number indicates the Interval in inches

between the birds that each inspector examines. The second
number indicates howmany, of the birds presented. the
Inspector is to inspect; Le. "I" means inspect every bird. "4"
means inspect every fourth bird. etc.

(Sec. 14, 71 Stat. 447, as amended. 21 U.S.C.
463; 42 FR 35625, 35626, 35631)

This document referred earlier to
questions raised by various segments of
the poultry industry concerning
inspection rate differences. Last
November, the Arkansas Poultry
Federation and the State of Arkansas
brought suit concerning those
differences in the United States District
Court for the Eastern District of
Arkansas, citing the financial impadt on
the producer. After a hearing, the court
on April 3, 1979, issued an injunction
directing that the Department forthwith
use uniform maximum inspection rates
for young chickens and apply and
enforce the rates uniformly in all
federally inspected poultry slaughtering
plants in the Umted States. USDA had
already prepared the regulation in this
document as a proposal. However, in
order to comply with the court's order,
and to assure that the consumer Is
adequately protected, this regulation ,
providing for national uniform maximum
inspection rates must be issued
immediately.

This amendment has been designated"significant," and this final rulemaking
is being published under emergency
procedures as authorizedby Executive
Order 12044 and Secretary's
Memorandum 1955. It has been
determined by Donald L. Houston,
Acting Administrator, Food Safety and
Quality Service, that the emergency
nature of this rule warrants the
publication without waiting for public
comment. This amendment is scheduled
for immediate review under provisions
of Execcutive Order 12044 and
Secretary's Memorandum 1955.

Comments concerning thlis
amendment are presently being sought
as part of this review and must be
received on or before July 12, 1979,

Interested persons are invited to
submit written comments concerning
this amendment. Comments must be
sent in duplicate to the Executive
Secretariat, Attn: Annie Johnson, Food
Safety and Quality Service, Room 3807
South Building, U.S. Department of
Agriculture, Washington, DC 20250.
Comments should bear a reference to
the date and page number of this Issue
of the Federal Register. Any person
desiring opportunity for oral
presentation of views concerning the
amendment must make such request to
Mr. Clyde S. Smithson (202) 447-2007, so
that arrangements may be made for
such views to be presented. A transcript
shall be made of all views orally
presented. All comments made pursuant
to this document will be made available
for public inspection in the office of the -

Executive Secretariat during regular
hours of business.

I i I I
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The review will include preparation of
an impact analysis statement which will
be available from Mr. Clyde S.
Smithson, Acting Chief Staff Officer,
Work Standards and Data Services
Staff, Technical Services, Meat and
Poultry Inspection Program, Food Safety
and Quality Service, U.S. Department of
Agriculture, Washington, DC 20250.
However, it appears, after-an initial
review, that approximately 44 plants
with 136 production lines, which
represent 25 percent of the lines in the
country, will be required to decrease
line speeds if they continue to operate
their present line configurations under
the traditional inspection procedure. The
modified traditional inspection
procedure, published elsewhere in this
issue of the Federal Register, may
alleviate production problems for these
plants. It appears that approximately
122 plants with 379 production lines
could increase line speeds if they
continue to operate under the traditional
inspection procedure. The balance of the
plants will not be -affected.

Therefore, pursuant to authority in 5
U.S.C. 553, it is found upon good cause
thatnotice and other public procedure
with respect to this amendment at this
time are impracticable and contrary to
the public interest and good cause is
found for making this amendment
effective less than 30 days after
publication of this document in the
Federal Register.
Done at Washington D.C., on April 10. 1979.
DmiadLfloafm
Ac nAdminisfgtor. FoodSofetyandQuiyServcm
[FR Doc. 79-1m3 Fled 4-17-79; s:4s am]
BILING CODE 3410-3-

9 CFR Part 381

Modified Traditional Poultry Inspection

AGENCY:. food Safety and Quality
Service, USDA.
ACTION: Final rule.

SUMMARY: This docket amends the
poultry products inspection regulations
to provide for an alternate method of
post-mortem inspection of young
chickens. The new method will be
required for use where it would result in
a realizable gain in inspection efficiency
by achieving a savings in inspection
manpower. In addition, it will be made
available, upon.request, to plant
operators where it can be used without
loss of inspection efficiency. The
required facility and operational
changes are specified, and a maximum
inspection rate for 3 inspectors of 70
birds a minute has been established.

EFFECTIVE DATE: April 13,1979.
FOR FURTHER INFORMATION CONTACT.
Dr. Arnold V. Giesemann, Acting Chief
Staff Officer, Ante-Mortem and Post-
Mortem Inspection Staff, Technical
Services, Meat and Poultry Inspection
Program, Food Safety and Quality
Service, U.S. Department of Agriculture,
Washington, DC 20250 (202) 447-3219.
SUPPLEMENTARY INFORMATION: The
United States has had mandatory
poultry inspection since 1959. The
Poultry Products inspection Act (21
U.S.C. 451 et seq.), among other things,
requires the Secretary of Agriculture,
wherever processing operations are
being conducted, to cause to be made by
inspectors a post-mortem examination
of the carcass of each bird (chickens,
turkeys, ducks, geese. or guineas)
processed in each official establishment
processing such poultry for commerce or
otherwise subject to inspection under
the Act. This post-mortem inspection is
performed on a movingproduction line.
In carrying out this inspection, the
poultry post-mortem inspectors have
followed the traditional inspection
procedure. Under this procedure, each
inspector examines the exterior, the
interior, and the viscera of each bird
presented to him. This procedure is
designed to assure that only wholesome
and otherwise not adulterated poultry
carcasses and parts are passed for
human food. In this connection, it should
be noted that in 1967, 3.6 percent of
young chickens were condemned,
whereas by 1978 the condemnation
percentage had dropped to 1.1.

Over the years, poultry has become a
popular staple in the American diet and
poultry production has increased. Our
inspection rates are tailored to assure
that the inspector is given sufficient time
to perform the inspection procedure.
Traditional inspection of a young
chicken can be accomplished in
approximately 3 seconds. Even so,
because of the increased production
each year, in some cases, the rate of our
inspection has become the limiting
factor in the speed of a production line.
Using the traditional inspection
procedure, the only way to obtain
greater speed in production lines Is to
hire more inspectors. Since the
Government, by law, pays for all
inspection except overtime and holiday
work, this becomes increasingly
expensive for the taxpayer. For this
reason, USDA has been investigating
alternate inspection methods and
procedures to obtain at least equal
inspection results with greater
inspection efficiency in terms of birds
inspected per minute.

Modified Traditional Inspection

The fist such method is now
available for use for young chickens.1
The traditional inspection procedure
requires the inspector to spendnearly 50
percent of the inspection time '
positioning the young chicken carcass
for inspection. The new method.
modified traditional inspection, reduces
the number of motions required of an
inspector by splitting the inspection task
so that each young chicken is inspected
by two different inspectors. The first
inspects only the outside of a
prepositioned carcass;with a mirror
being used to see surfaces not directly
visible. Plant personnel then reposition
the carcass and its attached viscera for
the second inspector who examines the
inside of the carcass and the viscera.
Through the use of special facilities (e.g.,
adjustable platforms and mirrors) and
prepositioning. considerable time
savings result.

The modified traditional inspection
procedure is only applicable to the post-
mortem inspection of young chickens.
The Department is first aiming its
resources toward the establishment of
imporved procedures and maximum line
speeds for young chickens since these
constitute the vast majority of all
poultry slaughtered in this country. It
will consider other appropriate
improvements regarding different other
types of poultry as soon as the
appropriate testing and evaluation has
been completed. In order to improve the
efficiency of inspection even further, the
Department may offer other changes in
inspection procedures in the near future.

Testing the New Method

In early September 1978, the
Administrator convened a study group
of inspection officials to review possible
inconsistencies in maximum inspection-
rates. After much study, the group
concluded that such inconsistencies did
exist. The group then addressed possible
solutions to the problem. Because
inspection rates are intrinsically
connected to inspection procedures, the
group considered the pros and cons of
various modifications in inspection
procedures. The group concluded that if
subsequent testing validated its
effectiveness, modified traditional
inspection, where applicable, would be
the best method currently available for
achieving consistent maximum rates
that allowed forefficient use of

'The standards In I 35.170(aJ of the regulations
(9 CFR s3.la7(a)) specify which classes of chickis
constitute young chickn.
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inspection personnel and for increased
poultry production.

2

The modified traditional inspection
method underwent effectiveness testing
in an Arkansas plant in November and
December 1978.3 The effectiveness of a
poultry inspection method is checked by
two criteria-the passed bird error rate
and the condemned bird error rate. The
passed bird error rate is the number of
birds in a sample which were passed'
and should have been condemned. The
condemned bird error rate is the reverse
of the former rate; that is, the number of
the condemned birds that should have
been passed. The test was conducted on
inspection lines using 1 inspector
(outside of Carcass) working at 70 young
chickens per minute and 2 inspectors
(inside of carcass and viscera]working
at 35 young chickens per minute. The
objective test data proved that m6dified
traditional inspection was fully as
effecive as traditional inspection. This
result was confirmed by the professional
opinions of the inspection officials 'irho
observed the testing.

Costs and Gains
The modified.traditional inspection

procedure will provide significant gains
to the public, the industry,-and the
inspection service. Because of the great'
popularity of poultry and the prospects
of continued high red meat prices, the
Department anticipates increased
consumer demands for poultry. Modified
traditional inspection will achieve
greater productivity from existing
facilities to meet this demand. The
public, as taxpa ,ers, will also benefit
from the greater productivity of USDA
inspectors.

Industry will gain from the increased
productivity of their existing production
lines. The 70 birds per minute maximum
line speed will be higher than any line
speed currently in effect Further tests
will be conducted to determine if a
higher maximum rate can be achieved,
consistent with the public health. There
will be some costs to industry
concerning inspection stations and
selectors and assuring proper
presentation of birds. However, these
changes are relatively minor, and the

'AH of the alternatives are discussed in detail in
the Report of Inspection Rate Study Group. The
Report can be obtained free by contacting Mr. Clyde
S. Smithson. Acting Chief Staff Officer, Work -
Standards and Data Services Staff, Meat and
Poultry Inspection. Food Safety and Quality Service,
U.S. Department of Agriculture, Washington. DC
20250 (202) 447-2987.,

'A copy of the report of this test may be obtained
free by contacting D Arnold-V. Giesemann. Acting
Chief Staff Officer, Ante-Mortem and Post-Mortem
Inspection Staff, Technical Services, Meat and
Poultry Inspection Program. Food Safety and -
Quality Service, Room 4444 South Building,
Washington. DC 20250 (202) 447-3219.

costs should be quickly recovered
through productivity gains.

Modified traditional inspection will
help ease manpower pressures on the
inspection service. For example, 4
inspector lines currently processing less
than 70 birds per minute will be
converted to 3 inspector modified
traditional lines.

The facility and other requirements
for modified traditional inspection are
based upon the above-cited testing'and
work measurement engineering.

While the Department wishes to give
all the plants the option of choosing
either traditional or modified traditional
inspection, there is an obligation to
make the most efficient use of our
taxpayers' dollars. Therefore, in certain
instances, the Administrator will require
that procedure which will result in
increased inspection efficiency.

Therefore, the poultry products
inspection regulations are amended as
follows:
I. A new paragraph (c) is added to

§ 381.36 (9 CFR 381.36) to read as
follows: "

§ 381.36 Facilities required.

. (c) Facilities for modified traditional
inspection. The following requirements
for lines operating under the modified
traditional inspection procedure are in
addition to the normal requirements to
obtain a grant of inspection. The
requirements for modified traditional.
inspection in § 381.76(b) also apply.

(1) The following provisions shall
apply to every inspection station:

(i) It shall consist of 4 feet of
horizontal line-space for each inspector
and 4 feet for each inspector's helper.

(ii) The conveyor shall be level for the
entire length of the inspection station.

(iii) A minimumof 150 footcandles of
shadowfree lighting shall be available
at the inspection surfaces of the bird to
facilitate inspection, notwithstanding
the requirement of § 381.52(b).

(iv) A trough complying with
§ 381.53(g)(4) of this Part shall extend
beneath the conveyor at all places
where processing operations are
conducted from the point where the
carcass is opened to the point where the
viscera have beencompletely removed,
provided, however, that in those cases
in which outside inspection is conducted
before the opening cut is performed,
sucha trough shall also be placed at the
outside carcass inspection station.

(v) On-line handwashing facilities
shall be provided for the inspector and
for the inspector's helper.

(vi) Hangback racks shall be provided
for the inspector's helpers.

(vii) Each inspection station shall be
provided with receptacles for
condemned carcasses and parts. Such
receptacles shall conform to the
requirements of § 381.53(m),

(viii) Each inspector's station shall
have a platform which covers the entire
floor area of the station and Is
adjustable so that it can be raised to the
proper inspection position.

(2) The following provisions, in
addition to :the requirements in
§ 381.36(c)(1) above, also apply to the
outside carcass inspection station:

(i) A glass; distortion-free mirror, at
least 3 feet wide and 2 feet high shall be
mounted so that it can be adjusted
between 5 and 15 inches behind the'
shackles, tilt up and down, tilt from side
to side, and be raised and lowered. The
mirror shall be positioned in relation to
the inspection platform so that the
inspector can position himself opposite
it from 8 to 12 inches from the
downstream edge.

(ii) To steady the birds for inspection,
a horzontal shackle guide bar shall be
located 7 inches above the bottom of the
shackle and approximately 1 Inch
toward the inspector from the vertical
plane of the moving line, extending the
full length of the inspection station,

(iii) The bottom of the shackle shall be
at least 52 inches higher than the -
inspector's adjustable platform in Its
lowest position.

(3) The following provisions, in
addition to the iequirements in
§ 381.36(c)(1) above, also apply to the
inside carcass/viscera inspection
station:

(i) A guide bar to steady the shackle
shall be provided. It shall run the entire
length of the inside carcass/viscera
inspection station and shall maintain the
lower edge of the shackle above the
trough or water rail and approximately 8
inches from the edge.

(ii) The line shall be equipped with
selection devices so that each inspector
has the birds he is to inspect presented,
to him for inspection 12 inches apart and
physically isolated from other birds. '

(i) The bottom of the'shackle shall be
at least 48 inches higher than the,
inspector's adjustable platform in its
lowest position.

2. The Table of Contents Is changed
accordingly, and the title and text of
§ 381.76 is amended to read as follows:

§-381.76 Post-mortem Inspection, When
required; extent; traditional and modified
traditional post-mortem Inspection; rate of
Inspection.

(a) A post-mortem inspection shall be
made on a bird-by-bird basis on all
poultry eviscerated in an official
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establishment. No viscera or any part
thereof shall be removed from any
poultry processed in any official
establishment, except at the time of
post-mortem inspection, unless their
identity with the rest of the carcass is
maintained in a manner satisfactory to
the inspector until such inspection is
made. Each carcass to be eviscerated
shall be opened so as to expose the
organs and the body cavity for proper
examination by the inspector and shall
be prepared immediately after
inspection as ready-to-cook poultry. If a
carcass is frozen, it shall be thoroughly
thawed before being opened for
examination by the inspector. Each
carcass, or all parts comprising such
carcass, shall be examined by the
inspector, except for parts that are not
needed for inspection purposes and are
not intended for human food and are
condemned.

(b)(1) There are two systems of post-
mortem inspectior traditional
inspection and modified traditional
inspection. Modified traditional
inspection'shall he used only for young
chickens I and in the following
circumstances:

(i) if the operator requests it and the
Administrator determines that the
system will result in no loss of
inspection efficiency- or

(ii) if the Administrator determines
that modified traditional inspection will
increase inspector efficiency.

(2) The requirements of paragraph (a)
of this section are applicable to both
traditional and modified traditional
inspection.

(3) The following requirements are
also applicable to modified traditional
inspection

(i) The facility must meet the
requirements for modified traditional
inspection in § 381.36(c).

(ii) The inspection stations shall
consist of one outside carcass inspection
station, at which one inspector inspects
the outside of all birds and two inside
carcasslviscera inspection stations at
which each of two inspectors inspects
the inside and viscera of half the birds
processed. The outside carcass
inspector shall be presented each bird
with the breast side toward the
inspector. The inside carcass/viscera
inspector shall be presented each bird
he is to inspect with the back side
,,.ward!he inspector.

(iii) The maximum 1nsp II !Atte for
modified traditional inspection shall be
70 birds per minute per 3 inspector team.

'The standards in § 381.170(a) of the regulations
(9 CFR 381.170(a specify which classes of chickens
constitute young chickens.

(Sec. 14,71 Stat. 447, as amended 21 U.S.C.
483; 42 FR 35625, 3582. 3531)

This document referred earlier to the
existence of inconsistencies in
maximum inspection rates. Last
November, the Arkansas Poultry
Federation and the State of Arkansas
brought suit concerning those
differences in the United States District
Court for the Eastern District of
Arkansas citing the financial impact on
the producer. After a hearing, the court
on April 3,1979, issued an injunction
directing that the Department forthwith
use uniform inspection rates for young
chickens and apply and enforce the
rates uniformly in all federally inspected
poultry slaughter plants in the United
States. USDA had already prepared a
rulemaking document as a proposal to
establish national maximum inspection
rates under the traditional inspection
procedure. However, the injunction
creates an emergency situation, because
USDA, to comply with the court's order,
and to assure that the consumer is
adequately protected, must immediately
issue the regulation providing for
nationally uniform maximum inspection
rates. USDA has established these rates
with a final rulemaking document
published elsewhere in this issue of the
Federal Register.

While a complete impact analysis has
not yet been completed concerning these
new maximum inspection rates, it
appears that approximately 44 plants
with 136 production lines, which
represent 25 percent of the lines in the
country, will be required to decrease
line speeds if they continue to operate
their present line configurations under
the traditional inspection procedure.
Aside from imposing economic
dislocation on these plants, this may
also cause some shortages in poultry
availability or increases in poultry
prices for consumers in certain parts of
the country. This comes at a time of year
when poultry demand by consumers is
at its greatest. To alleviate these
problems, while achieving inspection
efficiency and providing health
protection equivalent to that provided
by the traditional inspection procedure,
the modified traditional inspection
system must be instituted immediately.

Therefore, this final rulimaking is
being published under emergency
procedures as authorized by Executive
Order 12044 and Secretary's
Menorandum 1955. Dr. Donald L
Houston, Acig A ,nministrator, Food
Safety and Quality Service, Ia,;
determined that the emergency nature of
this rule warrants the publication
without waiting for public comment.

This ameidment is scheduled for
immediate review under provisions of
Executive Order 12044 and Secretary's
Memorandum 1955.

Comments concerning this
amendment are presently being sought
as part of this revie-k and must be
received on or before July 12 1979.

Interested persons are invited to
submit written comments concerning
this amendment. Comments must be
sent in duplicate to the Executive
Secretariat, Attn.: Annie Johnson. Food
Safety and Quality Service. Room 3807
South Building, U.S. Department of
Agriculture, Washington. D.C. 20250.
Comments should bear a reference to
the date and page number of this issue
of the Federal Register. Any person
desiring opportunity for oral
presentation of views concerning the
amendment must make such request to
Dr. Arnold V. Giesemann (202) 447-3219,
so that arrangements may be made for
such views to be presented. A transcript
shall be made of all views orally
presented. All comments made pursuant
to this document will be made available
for public inspection in the office of the
Executive Secretariat during regular
business hours.

The review will include preparation of
an impact analysis statement which will
be available from Dr. Arnold V.
Giesemann, Acting Chief Staff Officer,
Ante-Mortem and Post-Mortem
Inspection Staff. Technical Services,
Meat and Poultry Inspection Program,
Food Safety and Quality Service, US.
Department of Agriculture, Washington
D.C. 20250 (202) 447-3219.

Therefore, pursuant to authority in 5
U.S.C. 553, it is found upon good cause
that notice and other public procedure
with respect to this amendment at this
time are impracticable and contrary to
the public interest and good cause is
found for making this amendment
effective less than 30 days after
publication of this document in the
Federal Register.
Done at Washington. D.C. on April 10, 1979.
DOiMUMLH11cW.
AAd. iabir, Food feO- at-4wQr e,
[FM Doc. 7-11=M Fed 4-1Z-7t9 &45 arI
BIWItO CODE 3410-7-M

DEPARTMENT OF THE TREASUFiY

Customs Service

19 CFR Part 153

Antidumping; Bicycle Tires and Tubes
From the Republic of Korea

AoEi,-" . .Taury"= Department.

ACTIO N: Finding of Dumping.
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SUMMARY: This notice is to inform the
public that separate investigations
conducted under the Antidumping Act,
1921, as amended, by the U.S. Treasury
Department and-the U.S. International
Trade Commission, respectively, have,
resulted in determinations that bicycle
tires and tubes from the Republic of
Korea are being sold at less than fair
value and that these sales are injuring
an industry in the United States. On this
basis, a finding of dumping is being
issued and, generally, all unapprised

-entries of this merchandise will be liable,
for the possible assessment of special
dumping duties.

EFFECTIVE DATE: April 13, 1979.

FOR FURTHER INFORMATION CONTACT.
Holly Kuga, Operations Officer, Duty
Assessment Division, U.S. Customs
Service, 1301,Constitution Avenue NW.,
Washington, D.C. 20229 (202-565492).

SUPPLEMENTARY INFORMATION: Section
201(a) of the Antidumping Act, 1921, as
amended (19 U.S.C. 160(a)) (referred to
in this notice as "the Act"), gives the
Secretary of the Treasury responsibility
for determining whether imported
merchandise is being sold at less than
fair value. Pursuant to this authority, the'
Secretary has determined that bicycle
.tires and tubes from the Republic of
Korea are being sold at less than fair
value within the meaning ofsection
201(a) of the Act (19 U.S.C. 160(a)).
(Published in the Federal Register of
December 29,1978 (43"FR 61067)).

Section 201(a) of the Act (19 U.S.C.
160(a)) gives the United States
International Trade Commission
responsibility for determining whether,
by reason of such sales at less thafi fair
value, a domestic industry is being or is
likely to be injured.-The Commission has
determined, and on March 26,1979, it
notified the Secretary of the Treasury
that an industry in the United States is
being injured by reason of the
importation of bicycle tires and tubes
from the Republic of Korea that are
being sold at less than fair value within
the meaning of the Act. Notice of this
determination was published in the
Federal Register of April 4, 1979 (44 FR
20308).

On behalf of the Secretary of the
Treasury, I hereby make public these
determinations, which constitute a
finding of dumping with respect to
bicycle tires and tubes from the
Republic of Korea.

For purposes of this notice,-the term
"bicycle tires and tubes" means
pneumatic bicycle tires, and tubes
therefor, of rubber nr , ,4- wi-l.o ~ether-"

such tires and tubes are sold together as
units or separately.

Accordingly, section 153.46 of the
Customs Regulations (19 CFR 153.46) is
,being amended by adding the following
to the list of findings of dumping
currently in effect.,

Treasury
Merchandise country Decion

Bicycle tires and tubes.. Republic of
Korea.. . _ _ 79-115

(Secs. 201,407,42 Stat. 11, as amended, 18 (19
.U.S.C. 160, 1731.)
Robert H. Mundireln,
General Counsel of the Treasury.

April 9, 1979.

[TJ..7941151
[F'R Dec. 79-11632 Filed 4-U-7 &45 am)
BILUNG CODE 4819-22-4

19 CFR Part 159

Countervailing Duties-X-Radlal Steel"
Belted Tires From Canada

AGENCY: United States Treasury
Department.
ACTION: New Amount of Countervailing
Duty Determined.

SUMMARY: This notice is to inform the
public of the amount of countervailing
duty which will be assessed on X-radial
steel belted tires imported from Michelin
Tire Manufacturing Company of
Canada, Ltd., during 1977. Section
159.47(f) 'of the Customs Regulations is
being amended t6 include this notice.
EFFECTIVE DATE: Aprif-3, 1979.
FOR FURTHER INFORMATION CONTACT
Vincent P. Kane, Duty Assessment
Division, United States Customs Service,
1301 Constitution Avenue, NW.,
Washington, D.C. 20229 (202-566-5492).
SUPPLEMENTARY INFORMATION: In the
Federal Register of January 8, 1973 (38
FR 1018), the Commissioner of Customs
gave notice that the United States
Customs Service had determined that
exports of X-radial steel belted tires,
manufactured by Michelin Tire
Manufacturing Company of Canada,
Ltd., are subject to bounties or grants
within the meaning of section 303, Tariff
Act of 1930, as amended (19 U.S.C. 1303)
(referred to in this nqtice as "the Act").

At that time, notice was given that X-
radial steel belted tires,.manufactured
by Michelin Tire Manufacturing
Company of Canada, Ltd., imported
directly or indirecfly fr m j if
entered for-c--numption or withdrawn

.i3rn warehouse for consumption after
the expiration of 30 days after,

publication of that notice in the Customs
Bulletin, would be subject to the
payment of countervailing duties equal
to the net amount of any bounty or grant
determined or estimated to have been
paid or bestowed.

In the Federal Register of July 23, 1970
(41 FR 30325), the Commissioner of
Customs gave notice that a deposit of
estimated countervailing duties, In the
amount of 2.513 percent of the f.o.b.
value of each tire, would be required at
the time of entry of the subject
merchandise for consumption or upon
its withdrawal from warehouse for
consumption on or after January 1, 1976,
This estimated deposit of 2.513 percent
remained in effect during calendar year
1977.

From information received since the
issuance of the notice of July 23, 1976, It
has been finally ascertained and
determined, or estimated, that the net
amount of the bounty or grant paid or
bestowed upon the subject merchandise
is 1.48 percent of the f.o.b. value of each
tire during 1977, and countervailing
duties in this amount will be collected
upon the liquidation of all entries of the
subject merchandise for consumption or
withdrawals thereof from warehouse for
consumption during the period January 1
through December 31, 1977.

On the basis of information presently
available, the amount of such bounty or
grant applicable to shipments of X-
radial steel belted tires, manufactured
by Michelin Tire Manufacturing
Company of Canada, Ltd., imported
directly or indirectly from Canada,
entered forconsumption or withdrawn
from warehouse for consumption on or
after (the date of publication of this
notice), is estimated to be 1.27 percent of
the f.o.b. value of each tire. (The
estimated amount set forth above
supersedes the estimated amount which
was published in the Federal Register
notice of January 12, 1978 (43 FR 1790)
and was applicable to entries of the
subject merchandise from January 12,
1978, to the date of publication of this
notice.) Accordingly, until further notice,
upon the entry for consumption or
withdrawal from warehouse for
consumption of such dutiable X-radial
steel belted tires, manufactured by
Michelin Tire Manufacturing Company
of Canada, Ltd., imported directly or
indirectly from Canada, which benefit
from such bounties or grants, there shall
be collected, in addition,, to any other
di ibnimated or determined to be
due, estimated countervailing duties of
1.27 percent of the f.o.b. value of each
tire.

Declaration of the net amount of the
bounties or grants finally ascertained

I i
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and determined, or estimated, with
respect to such merchandise will be
published in subsequent issues of the
Customs Bulletin and the Federal
Register.

The liquidation of all entries for
consumption or withdrawals from
warehouse for consumption after
December 31,1977, of such dutiable X-
radial steel belted tires, manufactured
by Michelin Tire Manufacturing
Company of Canada, Ltd., imported
directly or indirectly from Canada which
benefit from such bounties or grants
shall continue to be suspended pending
declarations of the net amounts of the
bounties or grants paid or bestowed.

The table in section 159.47(o) of the
Customs Regulations (19 CFR 159.47(f))
is amended by inserting in respect to the
commodity "X-radial steel belted tires
manufactured by Mi6helin Tire
Manufacturing Company of Canada,
Ltd." the number of this Treasury
Decision in the column headed
"Treasury Decision," and the words
"Final rate declared, new estimated
rate" in the column headed "Action."

(R.S. 251, as amended, secs. 303, as
amended 624; 46 Stat. 687, 759, 88 Stat.
2050;, 19 U.S.C. 66,1303, as amended,
1624).

Pursuant to Reorganization Plan No.
26 of 1950 and Treasury Department
Order 190 (Revision 15), March 16,1978.,
the provisions of Treasury Department
Order 165, Revised, November 2,1954,
and section 159.47 of the Customs •
Regulations (19 CFR 159.47), insofar as
they pertain to the issuance of a .
countervailing duty order by the
Commissioner of Customs, are hereby
waived.

Dated. April 9,1979.
Robsm1LMt&imd
Genera Couzseliof the 7kasurz.

r.a. s-.us
[R Doc. 79-116n Filed 4-12-79; a:4s am]
BtL[NQ CODE 4810-22-M

DEPARTMENT OF HEALTH,

EDUCATION, AND WELFARE

Food and Drug Administration

21 CFR Part 80

Editorial Amendments

Correction

In FR Doc. 79-8997 appearing at page
17658 in the issue for Friday, March 23,
1979, first column, the last two lines of
the correction numbered 2 should read

as follows: "(j)(1) by changing 'Batch
weights' to read 'Batch weighs'."
BILLING CODE 1505-0141

DEPARTMENT OF HEALTH,

EDUCATION, AND WELFARE

Food and Drug Administration

21 CFR Parts 369,505,536,539,548

Bacitracin and Bacitracin-Contalnlng
Drugsf Updating and Technical
Revisions

AGENCV. Food and Drug Administration.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) Is amending the
new animal drug regulations by
updating certain obsolete sections and
by making technical changes. The
affected portions concern certification of
bacitracin and bacitracin-contalning
animal drugs.
EFFECTIVE DATE: May 14,1979.
FOR FURTHER INFORMATION CONTACT.
Patricia N. Cushing, Bureau of
Veterinary Medicine (HFV-234), Food
and Drug Administration, Department of
Health, Education, and Welfare, 5600
Fishers Lane, Rockville, MD 20857,301-
443-3460.
SUPPLEMENTARY INFORMATiOW In the
Federal Register of June 13,1978 (43 FR
25444), FDA proposed to update and
make certain technical changes to the
regulations concerning bacitracin and
bacitracin-contaning drugs for animal
use. Interested persons were given until
August 14,1978 to submit written
comments. The following comments
were received in response to the
proposal:

1. A. L Laboratories, Inc. and the
Veterinary Products Division of
International Minerals and Chemical
Corp. (EMC) stated their concern that the
proposed amendments may affect
provisions for feed use of feed grade
bacitracin methylene disallcylate and
feed grade bacitracin zinc.

FDA points out that feed grade
bacitracins are for use in animal feeds
exempt from certification and therefore
not covered by the proposal.

2. IMC requested that the section
concerning use of bacitracin zinc in
animal feeds be updated to reflect
current approvals of IMC products.

Neither the proposal nor the final rule
affects feed uses of bacitracins. This
will be considered in a separate
publication.

3. IMC suggested that the tests and
methods of assay specified in

§ 548.114(b) (21 CFR 548.114(b)) for
unrefined bacitracin zinc be amended to
use a pyridine buffer as in the Official
Methods of the AOAC assay.

The tests and methods of assay
specified in § 548.114(b) were not a
subject of the June 13,1978 proposal.
Amendment to the assay in § 548.114(b)
will be the subject of a forthcoming
proposal. The use of a pyridine buffer
will be addressed in that proposal.

Having received no specific objections
to the proposed updating and revisions,
FDA is amending the regulations as
proposed.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 512,
701(a), 52 Stat. 1055, 82 Stat. 343-351 (21
U.S.C. 360b, 371(a))) and under authority
delegated to the Commissioner of Food
and Drugs (21 CFR 5.1), Parts 389 505,
536, 539, and 548 are amended as
follows:
SUBCHAPTER D-DRUGSFOR HUMAN USE

PART 369--INTERPRETIVE
STATEMENTS RE: WARNINGS ON
DRUGS AND DEVICES FOR OVER-
THE-COUNTER SALE

§ 369.21 [Amended]
1. By amending § 389.21 Drgs:

warning and caution statements
requi ed by regulations to delete the
reference to § 54&313b in the
parenthetical insert immediately
following the category "BAClIRACIN-
CONTAINING OINTMENTS"
SUBCHAPTER E-ANIMAL DRUGS, FEEDS,
AND RELATED PRODUCTS

PART 505-INTERPRETIVE
STATEMENTS RE: WARNINGS ON
ANIMAL DRUGS FOR OVER-THE-
COUNTER SALE

2. By amending § 505.10 Animal dvg
warning and caution statements
required byregulations:

§ 505.10 [Amended]
a. To delete completely the following

entries: BACITRACIN-CONTAINING
PREPARATIONS WITH
VASOCONSTRICTOR. BACITRACIN
OPHTHALMIC (See § 548.310a(a) of this
chapter.) Warning-Not for injection.
BAMlTRACIN-(OR ZINC BACITRACIN-
) NEOMYCIN-POLYMYXIN POWDER
TOPICAL (See § 548.313a of this
chapter.) This drug is required to bear
the label statement "Not sterile."

b. To delete only the parenthetical
references to § § 548.110(a), 548112c(a),
and 548.113(a) from the category
entitled: "BACITRACIN OR FEED
GRADE! BACITRACIN POWDER ORAL
V TERNARY BACITRACIN
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METHYLE.Nli DISALICYLATE AND
STREPTOMYCIN SULFATE
CAPSULES, POWDER, OR TABLETS
ORAL VETERINARY.,
PART 536-TESTS FOR SPECIFIC
ANTIBIOTIC DOSAGE FORMS

§ 536.518 [Revoked]
3.By revoking § 536.518 Bacitracin-

neomycin in oil.

PART 539-BULK ANTIBIOTIC DRUGS
SUBJECT TO CERTIFICATION

4. By revising § 539.310 and adding
new § § 539.310a and 539.310b, to read as
follows:

§ 539.310 Bacitracin methylene
disalicylate bulk provisions.

§ 539.310a Bacitracln methylene
dlsallcylate.

(a) Requirements for certification-(1)
Standards of identity, strength, quality,
andpurity. The drug is the methylene
disalicylate salt of a kind of bacitracin.
It is so purified and dried that:.

(i) Its potency is not less than 14 units
of bacitracin per milligram on an
anhydrous basis.

(ii) It passed the safety test.
(iii) Its loss on drying is not more than

7 percent.
(iv) Its pH is not less than 3.5 and not

more than 5.0.
(2) Labeling. Each package shall bear

on the outside wrapper or container and
the immediate container:

(i) The batch mark.
(!i) The number of units of bacitracin

per gram, the number of grams of
bacitracin activity per pound, and th&
weight of the drug in the immediate
container.

(iii) An expiration date prescribed for
the drug as providedin § 432.5(a)(3) of
this chapter.(iv) The statement "For use only in the
manufacture of nonsterile animal
drugs".

(3) Requests for certification; samples.
In addition to complying with the
requirements of § 514.50 of this chapter,
each such request shall contain:

(i) Results of tests and assays on the
batch for potency, safety, loss on drying,
and pH.

(ii) Samples required: 5 packages,
each containing approximately 5 grams.

(b) Tests andmethods of assay--(1)
Potency. Proceed asdirected in
§ 436.105 of this chapter, preparing the
sample for assay as follows: Place an
.accurately weighed representative
portion of the sample into a high-speed
glass blender jar. Add 99 milliliters of 2
percent sodium bicarbonate solution

(solution 14) and 1 milliliter of
polysorbate 80. Blend for 3 minutes.
Allow the foam to subside. Remove an
aliquot of the solution and dilute with 1
percent potassium phosphate buffer, pH
6.0 (solution 1], to the reference
concentration of 1.0 unitof bacitracin
per milliliter (estimated). At the
reference concentration, the sample
must have the same acidity' as the
standard, adding O.01NHCl as needed.

(2) Safety. Proceed as directed in
§ 436.33 of this chapter. -"

(3) Loss on drying. Proceed as
directed in § 436.200(b) of this chapter.

(4) pH. Proceed as directed in
§ 436.202 of this chapter, using a
saturated solution (approximately 50
milligrams of the sample per milliliter).

§ 539.310b Soluble bacitracin methylene
disallcylate.

(a) Requirements for certification--(1)
Standards of identity, strength, quality,
and purity. The drug is the methylene
disalicylate salt of a kind of bacitracin
which has been solubilized with sodium
bicarbonate. It is so purified and-dried
that:

(i) Its potency is not less than 8 units
ofbacitracin per milligram on an
anhydrois basis.

(ii) It passes the safety test.
(iiI) Its loss on drying is not more than

8.5 percent.
(iv) Its pH is not less than 8.0 and not

more than 9.5.
(2) Labeling. Each package shall bear

on the outside wrapper or container and
the immediate container-
(i) The batch mark.
(ii) The number of units of bacitracin

per gram, the number of grams of
bacitracin activity per pound, and the
weight of the drug in the immediate
container.
(iii) An. expiration date prescribed for

the drug as provided in § 432.5(a)(3) of
this chapter.

(ix;) The statement 'Tor use only in the
manufacture of nonsterile animal -
drugs".

(3) Requests for certification; samples.
In addition to complying with the
requirements of § 514.50 of this chapter,
each such request shall contain:

(i) Results of tests and assays on the
batch for potency, safety, loss on drying,
and pH.
I (ii) Samples required: 5,packages,

each containing approximately 5 grams.
(b) Test and methods of assay-(1)

Potency. Proceed as directed in
§ 436.105 of this chapter,.preparing the
sample for assay as follows: Place an
accurately weighed representative
portion of the sample into a high-speed
glass blender jar. Add 99 milliliters of 2

percent sodium bicarbonate solution
(solution 14) and 1 milliliter of
polysorbate 80. Blend for 3 minutes.
Allow the foam to subside. Remove an
aliqout of the solution and dilute with I
percent potassium phosphate buffer, pH
6.0, (solution 1) to the reference
concentration of 1.0 unit of bacitracin
per milliliter (estimated). At the
reference concentration, the sample
must have the same acidity as t$o
standard, adding 0.01NHC1 as needed.

(2) Safety. Proceed as directed in
§ 436.33 of this chapter.

(3) Loss on drying. Proceed as
directed in § 436.200(b) of this chapter.

(4) pH. Proceed as directed in
§ 436.202 of this chapter, using a solution
containing approximately 25 milligrams
of the sample per milliliter.

PART 548-CERTIFIABLE PEPTIDE
ANTIBIOTIC DRUGS FOR ANIMAL USE

Subpart A-Oral Dosage Forms

5. In Part 548:

99 548.110,548.111, 548.112c, and 540.113
[Revoked]

a. By revoking § 548.110 Bacitracin
powder, § 548.111 Feed grade
manganese bacitracin powder oral, and
§ 548.113 Crude, unrefined, feedgrade
bacitracin/zinc bacitracin powder oral,
and revoking and reserving § 548.112c
Capsules bacitracin methylene
disalicylate streptomycin sulfate oral.

b. By revising § 548.112a(a), (b), and
(c)(1) to read as follows:

§ 548.112a Bacitracin methylene
disallcylate soluble powder.

(a) Requirements for certi/ication-(1)
Standards of identity, strength, quality,
and purity. The drug is soluble
bacitracin methylene disalicylate with
suitable and harmless diluents. It
contains the equivalent of 50 grams of
bacitracin activity, as efined in
§ 430.6(a)(2) of this chapter, per pound.
Its potency is satisfactory if It is not less
than 90 percent and not more than 120
percent of the labeled amount of
bacitracin. Its loss on drying Is not more
than 8.5 percent. Its pH is not less than
8.0 and not more than 9.5. The soluble
bacitracin rniethylene disalicylate used
cbnforms to the standards prescribed by
§ 539.310b(a) of this chapter.

(2) Labeling. In addition to the
requirements of § 510.55 of this chapter
and paragraph (c) of this section, each
package shall bear on the outside
wrapper or container and the immediate
container, the number of units of
bacitracin per gram, the number of
grams of bacitracin activity per pound,
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and theweight of the drug in the
immediate container.

(3) Requests for certification; samples.
In addition to complying with the
requirements of § 514.50 of this chapter,
each such request shall contain:

(I) Results of tests and assays on:
(a) The bacitracin methylene

disalicylate used in making the batch for
potency, safety, loss on drying, and pH.

(b) The batch for potency, loss on
drying, and pH.

Ji) Samples required
(a) The soluble bacitracin methylene

disalicylate used in making the batch: 5
packages, each containing
approximately 5 grams.

(b) The batch: a minimum of 6
immediate containers, unless each such
container is packaged to contain more
than 30 grams, in which case the sample
shall consist of 30 grams for each 5,000
containers in the batch, but in no case
less than six 30-gram portions.

(b) Tests and methods of assay--{1)
Potency. Proceed as directed in
§ 436.105 of this chapter, preparing the
sample for assay as follows: Place an
accurately weighed representative
portion of the sample into a high-speed
glass blender jar. Add 99 milliliters of 2
percent sodium bicarbonate solution
(solution 14) and 1 milliliter of
polysorbate 80. Blend 3 minutes. Allow
the foam to subside. Remove an aliquot
of the solution and dilute with I percent
potassium phosphate buffer, pH 6.0,
(solution 1) to the reference
concentration of 1.0unit of bacitracin
per milliliter (estimated). At the
reference concentration, the sample
must have the same acidity as the
standard, adding 0.OINHC1 as needed.

(2) Loss on dryig. Proceed as
directedin § 436.200(b) of this chapter.

(3) pH. Proceed is directed in
§ 436.202 of this chapter, using a solution
containing approximately 50 milligrams
of sample per milliliter.

(.* **

(1) Specifications. The drug conforms
to the certification requirements of
paragraph (a) of this section.

§ 548.112b [Amended]
c. By amending § 548.112b Bacitracin

methyleqe disalicylate and
streptomycin sulfate tablets in
paragraph (a](1) by substituting
"§ 539.310a(a)(1)" for "539.310(a)(1)."

§ 548.112d [Amended]
d. By amending § 548.1:12d Bacitracin

methylene disaR'cyiate and
streptomycin sulfate oralpowder in
paragraph (a)(1) by substituting
"I 539.310a(a)(1)" for "§ 539.310(a)(1)."

e. By revising § 48.114(a), (b) and
(c)(1) to read as follows:

§ 548.114 Bacitracln zinc soluble powder.
(a) Requirements for certification-(1)

Standards of identity, strength, quality,
andpurity. The drug is a mixture of
unrefined bacitracin zinc and zinc
proteinates with or without one or more
suitable and harmless diluents,
flavorings, and colorings. It contains the
equivalent of not less than 5 grams of
bacitracin, as defined in § 430.6(a)(2) of
this chapter, per pound. Its potency is
satisfactory if it is not less than 90
percent and not more than 120 percent
of the labeled amount of bacitracin Its
loss on drying Is not more than 5
percent. The unrefined bacitracin zinc
used has a potency of not less than 2
units per milligram. Its zinc content Is
not more than 2 grams for each gram of
bacitracin, and its loss on drying Is not
more than 6 percenL

(2) Labeling. It shall be labeled in
accordance with the requirements of
paragraph (c) of this section and
§ 510.55 of this chapter.

(3) Requests for certification; samples.
In addition to complying with the
requirements of § 514.50 of this chapter,
each such request shall contain:

(i) Results of tests and assays on:
(a) The unrefined bacitracin zinc used

in making the batch for potency, loss on
drying, and zinc content.

b) The batch for potency and-loss on
drying.

(iH) Samples required:
(a) The unrefined bacitracin zinc used

in making the batch: 3 packages, each
consisting of a composite of a portions
of approximately 500 milligrams, each
taken at random from different locations
in the batch.

(b) The batch: a minimum of a
immediate containers, unless each such
container Is packaged to contain more
than 30 grams, in which case the samplq
shall consist of 30 grams for each 5,000
containers, but in no case less than six
30-gram portions.

(b) Tests and methods of assay-(i)
Unrefined bacitracin zinc used in
making the batch-i) Potency. Proceed
as directed for bacitracin zinc in
§ 436.105 of this chapter, preparing the
sample for assay as follows: Dissolve an
accurately weighed sample in sufficient
O.01Nhydrochloric acid to give a
bacitracin concentration of 100 units per
milliliter (estimated). Further dilute an
aliquot with 1 percent potassium
phosphate buffer, pH 6.0, (solution 1) to
the reference concentration of 1.0 unit of
bacitracin per milliliter (estimated). At
the reference concentration, the sample

and standard must have the same
acidity, adding 0.O1NHCI as needed.

(ii) Loss in drying. Proceed as directed
in § 436.200(b) of this chapter.

(I1) Zinc content. Proceed as directed
in § 436.312 of this chapter.

(2) Bacitracin zinc soluble powder-
(i) Potercy Proceed as directed in
§ 436.105 of this chapter, preparing the
samplq for assay as follows: Dissolve an
accurately weighed sample in sufficient
0.OIN hydrochloric acid to give a
bacitracin concentration of 100 units per
milliliter (estimated). Further dilute an
aliquot with solution 1 to the reference
concentration of 1.0 unit of bacitracin
per milliliter (estimated). At the
reference concentration, the sample and
standard must have the same acidity
adding 0.O1NHCI as needed.

(ii) Loss in drying. Proceed as directed
in § 436.200(b) of this chapter.

C * * *

(1) Specifications. The drug contains
50 grams of bacitracin activity per
pound. and conforms to the certification
requirements of paragraph (a) of this
section.

Subpart B-[Reserved]

§ 548.212 [Revoked]
f. By revoking Subpart B-

Implantation or Injectable Dosage Forms
and reserving it for future use;, andby
revoking § 548212Bacitracinmethylene
disalicylate tablets; bacitracin/zina
bacitracin implantation pellets.

Subpart C--Ophthalmic and Topical
Dosage Forms .

H 54.310, 54a.3109, 548.31Ob, 54.313,
548.313a, and 548.313b [Revoked]

g. By revoking § 548.310 Bacitracin
ophth'almic and topical dosage forms,
§ 548.310a Bacitracin ophthalmic,
§ 548.31ob Bacitracin-polymyxia-
neomycin ointment, § 548.313
Bacitracin/zinc bacitracin op'thahm'c
and topical dosage forms, § 54&313i
Bacitracin/zinc bacitracin-neomycin-
polymyxin powder topical and
§ 548313b Bacitracin/zinc bacitracin
ointmenL

h. By revising §§ 548.314 and 548.314a
to read as follows:

§ 548.314 aciftack, bacia-acin zinc
ophtiam c and topical dosage forms.
§ 54&.314a BacMcip, bacitracin zinc.
neomycin sulfat-polymyxn B sulfate
ophthalmlc oitment.

(a) Requirements for ce 'fication-{i)
Standards of identity, strenth, quality,
andpurity. The drug contains bacitracin
or bacitracin zinc, neomycin sulfate, and
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polymyxin B sulfate in a suitable and
harmless ointment base. Each gram
contains:

(i) 500 units of bacitracin, 3.5
milligrams of neomycin, and 5,000 units
of polymyxin B; or

(ii) 400 units of bacitracin zinc, 3.5
milligrams of neomycin, and 5,000 units
of polymyxin B.
Its bacitracin or bacitracin zinc content
is satisfactory if it is not less than 90
percent and not more than 140 percent
of the labeled amount of bacitracin. Its
neomycin sulfate content is satisfactory
if it is not less than 90 percent and not
more than 140 percent of the labeled
amount of neomycin. Its polymyxin B
sulfate content is satisfactory if it is not
less than 90 percent and not more than
140 percent of the labeled amount of
polymyxin B. It is sterile. Its moisture
content is not more than 0.5 percent. It
passes the test for metal particles. The
bacitracin used conforms to the
standards prescribed by § 448.10a(a)(1)
of this chapter. The bacitracin zinc used
conforms to the standards prescribed by
§ 448.13a(a)(1) of this chapter. The
neomycin sulfate used conforms tothe
standards prescribed by § 444.42a(a)(1),
except for pyrogens. The polymyxir B
sulfate used conforms to the standards
prescribed by § 448.30a(a)(1), except for
pyrogens and residue on ignition. -

(2) Labeling. It shall be labeled in
accordance with the requirements of
paragraph (c), of this section and
§ 510.55 of this chapter.

(3) Requests for certification; samples.
In addition to complying with the
requirements of § 514.50 of this chapter,
each such request shall contain:

(i) Results of tests and assays on:
(a) The bacitracin or bacitracin zinc

used in making the batch for potency,
safety, loss on drying, pH, zinc'content if
applicable, and identity.

(b) The neomycin sulfate used in
making the batch for potency, safety,
loss on drying, pH, and identity.
(c) The polymyxin B sulfate used in

making the batch for potency, safety,
loss on drying, pH, and identity.
(d) The batch for bacitracin or

bacitracin zinc content, neomycin
content, polymyxin B content, sterility,
moisture, and metal particles..

(ii) Samples required: '
(a) The bacitracin or bacitracin zinc

used in making the batch: 10 packages,
each containing approximately 1.0 gram.

(b) The neomycin sulfate used in
making the batch: 10 packages, each
containing approximately 1.0 gram.
(c) The polymyxin B sulfate used in'

making the batch: 10 packages, each
containing approximately 1.0 gram.,

(d) The batch:
(1) For all tests except sterility: A

minimum of 17 immediate containers.
(2) For sterility testing: 20 immediate

containers, collected at regular intervals
throughout each filling operation.

(b) Tests and methods of assay-(1)
Potency-(i)(a) Bacitracin content.
Proceed as directed for bacitracin zinc
in § 436.105 of this chapter, preparing
the sample for assay as follows: Place
an accurately weighed representative
portion of the sample into a separaitory
funnel containing approximately 50
milliliters of peroxide-free ether. Shake
the sample and ether until
homogeneous. Add 20 to 25 milliliters of
1.0 percent potassium phosphate buffer,
pH 6.0 (solution 1), and shake well.
Allow the layers to separate. Remove
the buffer layer and repeat the
extraction procedure with each of three
more 20- to 25-milliliter quantities of
solution 1. Combine the buffer
extractives in a suitable volumetric flask
and dilute to volume with solution 1.
Remove an aliquot, add sufficient
hydrochloric acid so that the amount of
acid in the final solution will be the
same as in the reference concentration
of the working standard and further
dilute with solution 1 to the reference
concentration of 1.0 unit of bacitracin
per milliliter (estimated). -

(b) B6citracin zinc content. Proceed
as directedin § 436.105 of this chapter,
preparing the sample for assay as
follows: Place an accurately weighed
representative portion of the sample into
a separatory funnel containing
approximately 50 milliliters of peroxide-
free ether. Shake the sample and ether
until they are homogeneous. Add.20 to
25 milliliters of 0.O1Nhydrochloric acid
and shake well. Allow the layers to
separate. Remove the acid layer and
repeat the extraction procedure with

.each of three more 20- to 25-milliliter
quantities of 0.0"Nhydrochloric acid.
Combine the acid extractives in a.
suitable volumetric flask and dilute to
volume with O.ONhydrochloric acid. (If
the bacitracin content is less than 100
units per nilliliter in O.ONhydrochloric
acid, add sufficient additional
hydrochloric acid to each.standard
response line concentration'so that each
standard solution contains the same
amount of acid as the 1.0-unit per
milliliter sample solution.) Remove an
aliquot and fuither dilute with I percent
potassium phosphate buffer, pH-6.0
(solution 1) to the reference I
concentration of 1.0 unit of bacitracin
per milliliter (estimated).

(ii) Neomycin content. Proceed as
directed in § 436.105 of this chapter,
preparing the sample for assay as

follows Place an accurately weighed
representative portion of the sample into
a separatory funnel containing
approximately 50 milliliters of peroxide-
free ether. Shake the sample and ether
until homogeneous. Add 20 to 25
milliliters of o.AM potassium phosphate
buffer, pH 8,0, (solution 3) and shake
well. Allow the layers to separate.
Remove the buffer layer and repeat the
extraction procedure with each of three
more 20- to 25-milliliter quantities of
solution 3. Combine the buffer
extractives in a suitable volumetric flask
and dilute to volume with solution 3.
Remove anr aliquot and further dilute
with solution 3 to the reference
concentration of 1.0 midrogram of
neomycin per milliliter (estimated).

(iii) Polymyxin B content. Proceed as
directed in § 436.105 of this chapter,
except add to each polymyxin B
standard response line concentration a
quantity of neomycin to yield the same
concentration of neomycin as that
present when the sample is diluted to
contain 10 units of polymyxin B per
milliliter. Prepare the sample for assay
as follows: Place an accurately weighed
representative portion of the sample into
a separatory funnel containing
approximately 50 milliliters of peroxide-
free ether. Shake the sample and ether
until homogeneous. Add 20 to 25
milliliters of 10 percent potassium
phosphate buffer, pH 6.0, (solution 6)
and shake well. Allow the layers to
separate. Remove the buffer layer and
repeat the extraction procedure with
each of three more 20- to 25-milliliter
quantities of solution 6. Combine the
buffer extractives in a suitable
volumetric flask and dilute With solution
6 to the reference concentration of10
units of polymyxin B per milliliter
(estimated).

(2) Sterility. Proceed as directed In
§ 436.20 of this chapter, using the
method described in paragraph (e)(3) of
that section.
, (3) Moisture. Proceed as directed in
§ 436.201 of this chapter.

(4) Metalparticles. Proceed as
directed in § 436.206 of this chapter.

(c) Conditions of marketing-(1)
Specifications. The drug conforms to the
certification requirements of paragraph
(a) of this section.

(2) Sponsor. To firms identified by
drug listing numbers in § 510.600(c) of
this chapter, approvals as follows:

(i) To 000009; for a drug containing In
each gram 500 units of bacitracin, 3.5
milligrams of neomycin, and 5,000 units
of polymyxin B.

(ii) To 025463; for a drug containing in
each gram 400 units of bacitracin zinc,
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3.5 milligrams of neomycin, and 5,000
units of polymyxin B.

(3) Conditions of use. (i) The drug is
used in the treatment of superficial
bacterial infections of the eyelid and
conjunctiva of dogs and cats when due
to organisms susceptible to the
antibiotics contained in the ointment.

(ii) Apply a thin film over the cornea 3
or 4 times daily. Laboratory tests should
be conducted including in vitro culturing
and susceptibility tests on samples
collected from animals prior to
treatment with the drug..

(iii] Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

i. By revising § 548.314b (a), (b), and
(c)(1) to read as follows:

§ 548.314b Bacltracin zlnc-neomycln
sulfate-polymyxin B sulfate-hydrocortisone
ophthalmic ointment

(a) Requirements for certification. The
requirements for certification for the
drug are described in § 548.314a(a),
except that the drug contains, in each
gram, 400 units of bacitracin zinc, 3.5
milligrams of neomycin (as neomycin
sulfate), 5,000 units of polymyxin B
sulfate, and 10 milligrams of
hydrocortisone acetate.

(b) Tests andrmethods of assay. The
tests and methods of assay are
described in § 548.314a(b).

(c) * * *
(1) Specifications. The drug conforms

to the certification requirements of
paragraph (a) of this section.

Effective date. This regulation is effective
May 14,1979.
(Secs. 512, 701(a), 52 Stat. 1055, 82 Stat 343-
351 (21 U.S.C. 360b, 371(a)).)
"Dated: April4,1979.

W 0amF. Randph.
AdfraAnole C-w2&d--rSeo~eua1;oqAffaL-i
[Dockt No. 7n-011
[FR Doc. 7SI-1113 Fled 4-IZ-7t M am]

BILLING CODE 4110-03-M

21 CFR Parts 436,446
Revised Standard Response Line

Concentrations

AGENCY, Food and Drug Administration.
ACTloN Final Rule.

summARVI The Food and Drug
Administration (FDA) amends the
antibiotic drug regulations by revising
the standard response line
concentrations for tetracycline
antibiotic drugs to produce more
accurate potency assay results. The
amendment is intended to Improve the
quality of tetracycline antibiotic drugs.

EFFECTIVE DATE: May 14,1979.
FOR FURTHER INFORMATION CONTACT.
Joan M Eckert, Bureau of Drugs (HFD-
140), Food and Drug Administration,
Department of Health, Education, and
Welfare, 5600 Fishers Lane, Rockville,
MD 20857, 301-443-4290.
SUPPLEMENTARY INFORMATION: In the
Federal Register of September 29,1978
(43 FR 44864), corrected December 1,
1978 (43 FR 5049), FDA proposed to
amend the antibiotic drug regulations by
revising the standard response line
concentrations for tetracycline
antibiotic drugs.

As discussed in the proposal, the
current regulations set forth In
§ 436.106(a) (21 CFR 436.106(a)) for the
microbiological turbidimetric potency
assay for the tetracyclines provide for
standard response line concentrations

that are 64 to 156 percent of the
reference concentration of the assay.
The tetracyclines referred to in the table
in § 436.106(a) are chlortetracycline,
demeclocycline, doxycycline,
methacycline, minocycline,
oxytetracycline, rolitetracycline, and
tetracycline. The agency has determined
that i hen the samples are diluted to
concentrations within the 80 to 125
percent range, more accurate potency
concentration estimates are obtained.

The proposal would also change the
midpoint concentration of the dose
response line for minocycline from 0.100
microgram per milliliter to 0.085
microgram per milliliter, and other
concentrations on the minocycline dose
response lines would be changed
accordingly. These changes would
improve the accuracy of the potency
assay results for minocycline.

No comments were received in
response to the proposal. Therefore,
FDA concludes that the amendments
should be adopted as proposed.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 507,59
Stat. 463 as amended (21 U.S.C. 357))
and under authority delegated to the
Commissioner of Food and Drugs (21
CFR 5.1), Parts 436 and 446 are amended
as follows:

PART 436-TESTS AND METHODS OF
ASSAY OF ANTIBIOTIC AND
ANTIBIOTIC-CONTAINING DRUGS

1. Part 436 is amended in § 436.106 by
revising the table in paragraph (a) to
read as follows:

§ 438.106 MIcroblological turbiidlmetrci
asmy.

(a)**

Waiky stwdwd stock oks; S r . &W coracets .
Dq" n a DJufl (ooki Fao al n- S = 9Zuam ba T9u-

Antbotic (method fzTber as k" So nourb tro unk unde Son nxater cc -ic:gnM c a,-tW
klsdin 1438200) SoKwnt as Sdin or ngwan= rfertion ,as Nd In acvity per r mmr

§43.101(a)) p-nWIer 436.101(a))

Anfin Not died - O Wew&rt .n. 2 weok&s DiW dw . .0, 8.9,10,12.1Zs.g.
Canckkrn' 6 Dkne " I m, Use -ame day-.. C mde 0.530. 0.43. 000, 0.065, 0.120

,Lodde. pg. psw sw, dd
rtepome km *MiWjely
wei e sris sd,.o.)

Ca~eoiyc~i5 DWAlOdwale.. m - 7T~ 7dy........ OWSe dw- 64.80.10,I2!5,IS58pg.
ChIwrTh-i*0I Notdii." El',/4alcohol MA__ "_ I m.. 1mc ,, 2.0 2.24. 

2
.5,

2
03.1

2 
pg.

(10.000 pg.
(I o~ooopg-

________________per mN.).
Chbltrayc Not 0.01N,, ....-.. mrg.......... 4 day ~...... Uutfed le... o.048,0o.04,0.o0o,0..7, 0.075

Cydosnc~e I_____ Disedwad._ I ng.. I m..4h - sWd war&.._ 2.0.40.0.50.0.62.57.1 pg.
Dem c 1.NHa 1 rng 4 des . .Uaedw 0.560.0.0O9. 0.100. 0.11Z 0_125

pg-
5 Ml odwal-. I ng . 30dry MWewlr._ 2 4&0,2U., 0. .0=3S 7.Spg.

Doxycyc.. Notdd 0.1NHC.. 1ng Sdap . D5 w i[ed wisr. ooo,0 9.0.100.0.112.0.125

pg.-.Graniddin1 - 5% eON I fmg 30 d -s 95% .% i 0.003, 0.040. 0.048.0.057
___ ___ aloho alohoL pg-

Kanamycin Notde D wal. I ng.- Inocrith Ole~d waler. 8..8.9.10.0. 112.125,t g.
Methacyce 1 Dilodwaler. . Mg - 7dae waler... 0.048.0.064.0060,0.067,0.075

pg-
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Working standard stock solutions Standard response Om concentrations
Drying conditions Diluent (solu- Final concen- Storage time Diuent (solu. Final concentratons-units

Antibiotic (method number as Initial tion number tration units under lion number or micrograms of anb;oleo
listed in § 436.200) solvent as listed In or milligrams refrigeration as listed In activity pot milliliter

§436.101(a)) per milSter I §436.,101(a))

Oxytetracycline............................. Notdrled. ..... .d.i...- . :....... .... 0.1NHCI..... 1 mg_ _.... 4 days...... Distilled water.. 0.192,0215 0.240, 0.20, 0.000
1g.

Rolitetracycline ............. .......1... ............................... Distilled water - I mg.. .... 1 day...... Distilled walor .. 0.192, 0215. 0.240. 0.260, 0,300
Ag.

Spoctinomycln ............. . Not dried. ..... . ......... .... Distilled water.- 1 mg_ _ I month- - - D....... Distilled water... 24.0, 26.8, 0.5.. 3.5 p ,

Tobremycin ..... .. .......... Not Distilled water.. 1 mg........ 2 weeks....... Distilled water ... 20,002.5,2795..125 pg.

'Use sterile equipment for all stages of this assay.
'The gramicdin working standard and the gramickfi standard response flne concentrations are used for the assay of tyrothricn.

PART 446-TETRACYCLINE
ANTIBIOTIC DRUGS

2. Part 446 is amended:

§ 446.60 [Amended]
a. In § 446.60 Minocycline

hydrochloride, by revising the figure
"0.100" in the last sentence of paragraph
(b)(1] to read "0.085".

§ 446.160a [Amended].
b. In § 446.160a Minocycline

hydrochloride tablets, by revising the
'figure "0.100" in the last sentence of
paragraph (b)(1) to read "0.085".,

§ 446.160b [Amended]
c. In § 446.160b Minocycline

hydrochloride capsules, by revising the
figure "0.100" in the last sentence of
paragraph (b)(1) to read "0.085".

§ 446.160c [Amended]
d. In § 446.160c Minocycline

hydrochloride oral, suspension, by
revising the figure "0.100" in the last
sentence of paragraph (b)(1) to read
"0.085".

§ 446.260 [Amended]
e. In § 446.260 Sterile minocycline

hydrochloride, by revising the figure
"0.100" in the last sentence of paragraph
(b)(1) to read "0.085".

Effective date. This amendment shall be
effective May 14, 1979.
(Sec. 507, 59 Stat. 463 as amended (21 U.S.C.
357))

Dated: April 4, 1979V
William F. Randolph.
ActtngAssoclate CommissionerforegulatoryAffoixv.

[Docket No. 78N-0257]
[FR Doc. 79-11129 Filed 4-12-M7. 845 am]
BILLING CODE 4110-03-M

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration

21 CFR Part 440

Penicillin Antibiotic Drugs;
Penicillamlne Capsules and Tablets

AGENCY-.'Food and Drug Administration.

ACTION: Final rule.

SUMMARY: This document amends the
antibiotic drug regulations to provide for
thd certification of a new dosage size of
penicillamine capsules and a new
dosage form penicillamine tablets. The
manufacturer has supplied sufficient
data and information to establish the
safety and efficacy of penidcillamine
capsules and tablets.

DATES: Effective April 13, 1979;
comments by May 14, 1979.

ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR-FURTHER INFORMATION CONTACT.
Joan M. Eckert, Bureau of Drugs (HFD-
140), Food and Drug Administration,
Departmentof Health, Education, and
Welfare, 5600 Fishers Lane, Rockville,
MD 20857, 301-443-4290.

SUPPLEMENTARY INFORMATION: The
Food and Drug Administration has
evaluated data submitted in accordance
with regulations promulgated under
section 507 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 357), as
amended, with respect to providing for
the certification of a new dosage size of
penicillamine capsules, 125 milligrams

(mg), and a new dosage form,
penicillamine tablets, 125 and 250 mg,
The agency concludes that th6 data
supplied by the manufacturer are
adequate to establish the safety and
efficacy of the subject antibiotic drug
products when used as directed in the
labeling and that the regulations should
be amended in Part 440 (21 CFR Part
440) to provide for their certification.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 507, 59
Stat. 463 as amended (21 U,S.C. 357))
and under authority delegated to the
Commissioner (21 CFR 5.1), Part 440 Is
amended as follows:

1. By redesignating § 440.151 as
§ 440.151a, adding new § 440.151, and
revising the first sentence of new
§ 440.151a(a)(1) to read as follows:

§ 440.151 Penlclllamine oral dosage
forms.

§ 440.151a Peniclllamine capsules,
(a) * *
(1) Standards of identity, strength,

quality, and purity. Penicillamine
capsules, each contain either 125 or 250
milligrams of penicillamine and one or
more suitable and harmless diluents and
lubricants. * *

• * * *

2. By adding new § 440.151b to rdad as
follows:

§ 440.151b Peniclllamlne tablets.
(a) Requirements for certification-(1)

Standards of identity, strength, quality,
andpurity, Penicillamine tablets each
contain either 125 or 250 milligrams of
penicillamine and one or more suitable
and harmless diluents, binders,
disintegrants, lubricants, preservatives,
and coating substances. Its
penicillamine content is satisfactory If It
is not less than 90 percent and not more
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than 110 percent of the number of
milligrams of penicillamine that it is
represented to contain. The loss on
drying is not more than 3.0 percent Each
tablet contains not more than 0.1 unit of
penicillin activity. The tablets
disintegrate within 30 minutes. The
penicillamine used conforms to the
standards prescribed by § 440.51(a)(1).

(2] Labeling. It shall be labeled in
accordance with the requirements of
§ 432.5 of this chapter.

(3) Requests for cerification; samples.
In addition to complying with the
requirement of § 431.1 of this chapter,
each such request shall contain:

(i) Results of tests and assays om
(a) The penicillamine used in making

the batch for penicillamine content,
safety, loss on driing, pI-L penicillin
activity, residue on ignition, heavy
metals, specific rotation, and identity.

(b) The batch for penicillamine
content, loss on drying, penicillin
activity, and disintegration time.

(ii) Samples required:
(a) The penicillamine used making the

batch: 10 packages, each containing
approximately 1 grani.

(b) The batch: A minimum of 40
tablets.

(b) Tests andimethods of assay-(1)
Penicilamine contenL Proceed as
directed in § 440.51(b](1), except prepare
the sample for assay as follows: Grind
not less than 10 tablets, using a mortar
and pestle. Weigh and mix the powder.
Calculate the average tablet weight and
dissolve an accurately weighed quantity
of the mixed tablet powder equivalent to
about 300 milligrams of penicillamine in
200 milliliters of water. Filter the
solution. Calculate the penicillamine
content for the sample used and
determine the pencillamine content for
the average tablet weight.

(2) Loss on drying. Proceed as
directed in § 436.200(b) of this chapter.

(3) Penicillin-activity. Proceed as
directed in § 436.104 of this chapter,
except use 2 ground tablets in lieu of 1.0
gram of the sample.

(4) Disintegration time. Proceed as
directed in §-436.212 of this chapter,
using the procedure described in
paragraph (e)l(1) of that section.

Because the conditions prerequisite to
providing for certification of these drugs
have been complied with and because
the matter is noncontroversial, the
Commissioner finds for good cause that
prior notice and public procedure are
unnecessary, and that the amendment
may become effective upon the day of.
publicatibn. Interested persons may, on
or before May 14,1979, file with the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65,5600

Fishers Lane, Rockville, MD 20857
written comments, in four copies
identified with the docket number found
in brackets in the headiqg of this
document. Comments received may be
seen in the office of the Hearing Clerk
between 9 a.m. and 4 p.m., Monday
through Friday. Any changes in this
regulation justified by such comments
will be the subject of a further
amendment.

Effective date. This regulation shall be
effective April 13,1979.
(Sec. 507,59 Stat. 453 as amended (21 U.S.C.
357).)

Dated: April 5,1979.
MzyA.McEnhy.
Assitan Drect- i- Aeruatory Affalm~ 8-ma of Dna,.
[Docket No 70-0 75-=31I
[IR Doc. 79-II11 FMed 4-1Z-7. L-45 am]
BILLING CODE 4110-03-U

21 CFR Part 448

Peptide Antibiotic Drugs; Sterile
Collstimethate Sodium Revised
Chemical Tests; Correction

AGENCY: Food and Drug Administration.
ACTION: Correction.

SUMMARY. In FR Doc. 79-5208 appearing
at page 10380 in the Federal Register for
Tuesday, February 20,1979, in column
two of page 10381, § 448.20a(a)(1)(v) and
(vi) i' corrected by changing the word
"that" to read "than".
FOR FURTHER INFORMATION CONTACT:
John Richards, Federal Register Writer
HFC-11, Food and Drug

Administration, Department of Health,
Education, and Welfare, 5600 Fishers
Lane, Rockville, MD 20857, 301-443-
2994.

Dated: April 4,1979.
Mwy A. Mcdry.
Assistnf D&&zctoRfor fmat.Affah-A B, of Dna
[Docket No. 7&4-= 7-S58]
[FR Doc. 79-1310 FUed 4-12-79; AS am)
BILLING CODE 4110-03-N

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

Office of Interstate Land Sales
Registration

24 CFR Parts 1710, 1715

Land Registration, Advertising, Sales
Practices, and Posting of Notices of
Suspension

Correction
In FR Doc. 79-10552 appearing at page

21441 as the Part II of the issue of

Tuesday, April 10.1979, in the first
column on page 21442. under the
paragraph "DATES", the effective date
now reading 'May 10,1979" should read
"June 11, 1979."
BILLING CODE 506-01-G

DEPARTMENT OF LABOR

Wage and Hour Division

29 CFR Part 575, Agricultural
Employment of 10- and 11-Year-Old
Minors In Hand Harvesting of Short
Season Crops; Application for and
Granting of Waiver and Restrictions on
Use of Pesticides and Other Chemicals

AGENCYr Wage and Hour Division,
Labor.
ACTION: Final rules.

SUMMARY. Current regulations, as
amended August 18,1978 (43 FRL 36623),
provide for the issuance of waivers
permitting the employment of 10- and
11-year-old minors in the hand
harvesting of short season crops upon
the representation by the employer
applying for a waiver, that, among other
specified condilions, the minimum
preharvest intervals for the use of
certain pesticides and other chemicals
listed therein for use on certain crops
have been followed. The Secretary of
Labor has undertaken a continuing
study of the effect of the level and type
of pesticides and other chemicals used
on the health and well-being of 10- and
11-year-old minors to whom a waiver
would apply. This document establishes
the permissible "level" of the pesticides
or other chemicals listed. It withdraws
two of the pesticides listed for use with
respect to strawberries, i.e.,
Dicofol{Kelthane) and Captan, and one
with respect to potatoes,
Chlorthalonfl(Bravo), which have been
determined to be suspected carcinogens.
This document also serves to alert an
employer interested in applyin for a
waiver that the use of these suspected
carcinogens, Dicofol(Kelthane), Captan,
and Chlorothalinil(Bravo), will preclude
the Issuance of a waiver. This document
also lists pesticides and chemicals being
reviewed, use of which would require
supporting data to establish safe reentry
times. It also clarifies the area to be'
considered with respect to the objective
data to be submitted.
EFFECTIVE DATE: April 13.1979.
FOR FURTHER INFORMATION CONTACT.
Lucille C. Pinkett, Chief, Branch of Child
Labor, Room S3022. New Department of
Labor Building, 200 Constitution Avenue
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NW., Washington, D.C. 20210, 202-523-
8412.

SUPPLEMENTARY INFORMATION:
Paragraph (d) of § 575.5 as published on
June 21, 1978, provided that an applicant
for a waiver to permit employment of 10-
and 11-year-old minors in hand
harvesting of short season crops would
either have to submit a statement that
no pesticides or other chemicals were
used on the crop to be harvested or
submit data which upon study by the
Secretary or the Secretary's designee-
established safe reentry times for 10-
and 11-year-olds. It provided that if such
data, or additional studies conducted by
the Secretary or the Secretary's
designee, established safe reentry
standards for 10- and 11-year-olds, this
section would be amended to include
such standards and the applicant would
then need only identify the type and
level of pesticides or chemicals used
and the date of last application of same
prior'to harvest.

This section ias amended on August
18, 1978 to add a provision establishing
safe preharvest intervals for'the use of
certain pesticides and other chemicals
for two crops, specifically strawberries
and potatoes. This document clarifies
the information to be submitted in this
regard. This document also clarifies the
standard for the "level" of pesticides or
other chemicals used to mean-the level
of application set-forth in the directions
for use on the manufacturer's label.

The Secretary of Labor, i view of this
concern for the health and well-being of
10- and 11-year-old hand harvesters, is
undertaking an extensive study of the
use and effect of pesticides and other
chemicals. In thb course of the
Secretary's continuing study of the list
of pesticides for use with respect to
strawberries, in § 575.5(d)(2), it has
recently been determined that two of the
pesticides, Dicofol(Kelthane) and ,
Captan, are suspected carcinogens and
should be deleted from the list. Thus,
this document deletes Dicofol(Kelthane)
and Captan from that list. With respect
to the list of pesticides for use on
potatoes, in § 575.5(d)(3), it has recently
been determined that one of the"
pesticides, Chlorthalonil(Bravo), is a
suspected carcinogen and should be
,deleted from the list. Thus, this
document deletes Chlorthalonil(Bravo)
from the list. The Secretary finds that,
with respect to 10- and 11-year-old
minors exposed to carcinogenic
substances, re-entry times cannot be set
for assurance of safety. This document
thus establishes a list of pesticides and
chemicals considered to be suspected
carcinogens, the use of any one of which

will preclude the issuance of a waiver.
For those pesticides which are being
deleted from the permissible list by this
amendment, i.e., Dicofol(Kelthane),
Captan, and Chlorthalonil(Bravo), use
prior to the effective date of this change
will not preclude issuance of a waiver
for the 1979 strawberry harvest which
will not begin before late May or early
June. Protection from the effects of these
pesticides, particularly
Dicofol(Kelthane) and Captan,
determined to be suspected carcinogens,
on 10- and i1-year-old minors employed
in the hand harvesting of short season
crops during the 1979 harvest season is
necessary for the health and well-being
of the-children. As use of suspected
carcinogens from-the effective date of
this amendment will preclude the
issuance of a waiver it is necessary that
interested persons be informed of this
restriction before submitting an
application for a waiver with respect to
the 1979 strawberry crop. Therefore, I
find that notice and public procedure on
these regulations are impractical, and
contrary to the-public interest.'For these
same reasons this regulation shall be
effective upon publication in the Federal
Register. Nothing herein, however, will
preclude an employeror group of
employers froni submitting data which
would warrant reconsideration of this
determination.

This document also lists Certain
pesticides and chemicals currently being
reviewed by the Secretary, use of which
would re'quire supporting data to
establish safe reentry times.

Paragraph (g) of § 575.5 of this part is
revised to provide that the geographic
area such as the entire county of the
employer or group of employers, may be
considered with respect to all of the
objective data, except that with respect
to pesticides or other chemicals to be
submitted with an application for a
waiver, including employment data.

These regulations have been
developed under the direction and
control of Donald Elisburg, Assistant

- Secretary for Employment Standards,
New Department of Labor Building, 200
Constitution Avenue NW., Washington,
D.C. 20210.

"Accordingly, § 575.5 (d) and (g) of Part
575, Title 29 of the Code of Federal
Regulations are revised as follows:

§ 575.5 Supporting data to accompany
application.

(d](1)(i) The "level and type of
pesticides and other chemicals used
would not have an adverse effect on the
health or well-being of" minors
employed under the waiver. The safe

reentry standards established by the
Environmental Protection Agency, and
followed by other Federal and State
agencies, were established for adult
workers and have not been shown to be
safe for 10- and 11-year-olds. Therefore,
the applicant, in order to satisfy this
condition, will: (A) have to submit a

'statement that no pesticides or other
chemicals were used on the crop to be
harvested; (B) submit data which upon
study by the Secretary or the Secretary's
designee establishes safe reentry times
for 10- and 11-year-olds; or (C) specify
from lists provided in subparagraph (2)
or (3) of this paragraph the type and
level of pesticides or chemicals used
and the date of last application of same
prior to harvest. If additional studies
conducted by the Secretary or the
Secretary's designee, establish safe
reentry standards (designated for
purposes of this regulation as
"preharvest intervals") for 10- and 11-
year-olds, this section will be amended
to. include such standards.

(ii) The "level" of pesticides or other
chemicals used shall mean the level of
application set forth in the directions for
usb on the manufacturer's label.

(2) On the basis of studies conducted
at the direction of the Secretary It has
been determined that in harvesting
strawberries the following pesticides or
other chemicals would not have an
adverse effect on the health or well-
being of 10- anid 11-year-old hand-
harvesters if applied at not less than the
indicated preharvest intervals:

Preharvest Interval
for 10- and il.ycar.

Postik olds (days)
Benomyl (Bonlato) ...... . ........... 2
Endosuffan (thoodan)d.... ..... 10
Dometon-mrtiyl (rnota-Systox ) .................. 20
Doem ton (Systox) ...................................... ..... 42
Cabarxl (Sov)................... 7
Diaz4nan .... ... --- -- .------- ..--------............ 10

(3) On the basis of studies conducted
at the direction of the Secretary It has
been determined that in harvesting
potatoes the following pesticides or
other chemicals would not have an
adverse effect on the health or well-
being of 10- and 11-year-old hand-
harvesters if applied at not less than the
indicated preharvest intervals:

Preharvest Interval
for 10- and 11.year.

Pestlcko olds (days)
Aidicrud omfick) .................... .. .......... 10o
Disulfoton (DI Syston).. ........................ . 0
Carbofuran (FLradan) ...... ...... 2
Endosulfan (Thlodan) . . . 4
Demeton (Systox) .............. ..... 42
CarbarA (sovmn) ................... , ...
Demoton-mothy (Mota-Systox 1)................ t4
Monkoc ........................................................ 20
Methomyl (Lanato-L) ......................................... 20
Captaol (Difo2atan).................. ... 2
Triphenvitin hydroxid (Duo l.................... ItS and '0
Pidrcarb (Pirinmor) ...................................... 2
EPTC (Eptam) ............................................. 00
Machor (Lasso) .... ..............., 45
Unuron (Lorax) ..... ....................... .... ............. 45
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Preharvest interval
for 10- and 11-year-

Mef xuzin (Secr) 45
Dalapon

'For aerial and ground application.
2For inigation application.

(4) The following pesticides or
chemicals have been identified as
suspected'carcinogens and their use will
preclude the issuance of a waiver:
Captan
Chlorothalonil (Bravo)
Dicofol (Kelthare)

(5) The following pesticides or
chemicals have been preliminarily
reviewed by the Secretary or the
Secretary's designee but at this time
there does not appear to be sufficient
scientific data upon which to base safe
reentry times:
Maneb
Metiram-Polyram

An application indicating the use of
either of these pesticides or chemicals
must be accompanied with data which
upon study by the Secretary or the
Secretary's designee establishes safe
reentry times for 10- and 11-year-olds, as
provided in paragraph (d](1)[i)lB) of this
section.

(g) When supporting data required by
this section are submitted by an
employer or group of employers, the
objective data required by paragraph (d)
of this section shall be submitted on the
basis of each individual employer.
'However, objective data required by
paragraphs (a), (b), (a), (e), and (f) of this
section may be submitfed for the
specific geographic area, e.g., an entire
county, of the employer or group of -
employers.

Signed at Washington, D.C. this 10th day of
April 1979.
DoaadEbw.
Assftaut Secreltzy Employment Stadan&
[FR Doc. n9-1614 Filed 4--.m &45 am
BILLING CODE 4510-27-U

-PENNSYLVANIA AVENUE

DEVELOPMENT CORPORATION

36 CFR Part 921

Planning and Design Objectives,
Controls, and Standards on Square
291

,AGENCY: Pennsylvania Avenue
Development Corporation.
ACTION: Interim Rule; request for
comment.

SUMMARY: The Pennsylvania Avenue
Development Corporation proposes
regulations relating to controls and

standards for Square 291, a block in the
District of Columbia which is scheduled
for development and rejuvenation under
The Pennsylvania Avenue Plan-1974.
The regulations address such areas as
height, development massing, pedestrian
amenities and related subjects. The
controls and standards are intended to
implement The Pennsylvania Avenue
Plan-1974, as amendecd Public
comment is invited.
DATES:. Effective date: April 13,1979.
Comments must be received on or
before May 14,1979.
ADDRESS. Send comments to Jerry
Smedley, Chief of Real Estate
Operations, Pennsylvania Avenue
Development Corporation, 425 13th
Street, NW., Suite 1148, Washington,
D.C. 2OOO4.
FOR FURTHER INFORMATION CONTACT.
David W. Briggs, Attorney, (202) 560-
1078, or Yong-Duk Chyun. Architect,
(202) 568-1218, Pennsylvania Avenue
Development Corporation.
SUPPLEMENTARY INFORMATION: The
Pennsylvania Avenue Development
Corporation (the Corporation) Is a
wholly owned government corporation
of the-United States with authority to
develop and rejuvenate 21 blocks along
Pensyjvania Avenue, NW.,
Washington, D.C. The Corporation has
prepared a development plan, The
Pennsylvania Avenue Plan-1974, which
has been adopted by Congress. In order
to facilitate development in accordance
with the Plan, the Corporation will be
preparing Controls and Standards for
many of the blocks under Its
jurisdiction.

This interim rule sets forth the first of
these documents, new Part 921. The
Controls and Standards set forth both
required and recommended features"
applicable to new development on
Squard 291, a block in the District of
Columbia, as recorded by the Surveyor,
District of Columbia. The Controls and
Standards will be distributed to affected
property owners and potential
developers, and will become the basis
on which development proposals and
related actions will be reviewed and
approved by the Corporation.

The Controls and Standards set forth
required controls and standards for
height, development massing, pedestrian
amenities, land parcelization, and
related subjects. The document also
specifies recommended development
controls and standards, in such areas as
uses, energy conservation, and off-street
loading and parking access.

To simplify the access to the Controls
and Standards in the Federal Register
and the Code of Federal Regulations,

Chapter IX of Title 36 is being separated
into two Subhapters. Subchapter B of
Chapter IX will be entitled "Planning
and Design Objectives. Controls and
Standards" and will contain, on a block
by block basis, the individual controls
and standards as they are promulgated.
General Administrative Regulations of
the Corporation, such as its bylaws and'
its standards of conduct will be
contained in Subchapter A of Chapter
IX.

36 CFR Chapter IX is amended by
adding a new Part 921 "Square 291" to
read as follows:

PART 921-SQUARE 291

Subpart A-General
Sec.

921.1 Definitions.

Subpart B-Planning and Design Objectives
921.10 Comprehensive development.
921.11 General land use.
921.12 Activities atground level
921.13 HEgh standard of architecture and

planning.
Subpart C-Required Planning and Design
Controls and Standards
921.20 Required controls and standards:

Development parcels and
interconnection of buildings.

921.21 Required controls and standards:
Pennsylvania Avenue building restriction
line and sidewalk setback (see diagram
No.1).

9422 Required controls and standards:
Buld-to-line (see diagram No. 2).

921.23 Required controls and standards:
Height of development (see diagrams No.
2 and No. 3).

921.24 Required controls and standards.
Build-to-height.

931.25 Required controls and standards:
Rooftop uses.

921.28 Required controls and standards:
Building projection of developmenL

921.27 Required controls and standards:
Subsurface restrictions.

921.28 Required controls and standards:.
Cross floor area of development.

921.29 Required controls and standards:
Uses.

91.30 Required controls and standards:
Provisions for the handicapped.

921.31 Required controls and standards:
Curb-cuts.

921.3 Requied controls and standards:
Off-street parking.

9213 Required controls and standards:
Off-street loading.

921.34 Required controls and standards:
Historic preservation.

921.35 Required controls and standards:
Pedestrian features.

921.38 Required controls and standards:.
Building exterior illumination.

Subpart D-Recommended Planning and
Design Controls and Standards
921.50 Recommended controls and

standards: Uses.
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Sec.
9251 Recommended controls and

standards: Pedestrian features.
921.52 Recommended controls and

standards: Building projection.
921.53 Recommended controls and

standards: Energy conservation.
921.54 Recommended controls and

standards: Fine arts.
921.55 Recommended controls and

standards:'Access for 6ff-street parking
and loading.

921.50 Recommended controls and
standards: Off-street loading.

921.57 Recommended controls and
standards: Special design considerations.

Authority: Sestion 6(8) of the Pennsylvania
Avenue Development Corporation Act of
1972 (40 U.S.C. 875(8)).

Subpart A-General
§ 921.1 Definitions.

In addition to the words and phrases
defimed in this section, the words and
phrases as defined in Section 1202 of the
Zoning Regulations of the District of
Columbia, as amended, are applicable to
this part. Where a conflict arises in
terminology or interpretation between
this section and Section 1202 of the
Zoning Regulations, this section shall
control.

"Buildable area" means that portion,
as specified by the Corporation, of the
established development parcel, which
is utilized to compute the maximum
gross floor area of the development.
Generally, this area is bounded by any
applicable building restriction lines,
right-of-way lines and development
parcel lines relevant to the specific
parcel for which the maximum gross
floor area is being computed.

"Building restriction line" means a
line beyond which an exterior wall of
any building of a development may not
be constructed or project; 'except that
architectural articulation, minor
architectural embellishments, and
subsurface projections are permitted..

"Build-to-height" means an
approximate height tb which the exterior
wall of a building in a developmentmust
rise.

"Build-to-line" means a line-with
which the exterior wall of a building in'a
development is required to coincide.

"Development" means any or'all new
undertakings necessary for planning,
land acquisition, demolition,
construction, or equipment of a building,
planned unit development, or project
consistent with the objectives and goals
of the Plan.

"Development parcel" means an area
of land established by the Corporation
to be a minimum developable site under
The Pennsylvania Avenue Plan-1974,
as amended, and any applicable

Standards and Controls adopted by the
Corporation.
- "Gross floor area" is defined in
section 1202, Zoning Regulations of the
District of Columbia and generally
means the sum of the gross horizontal
areas of the several floors of all
buildings of a development occurring on
a lot.measured from the exterior faces of
exterior walls and from the center line
of walls separating two buildings.

"Height of development" means the
vertical distance measured from a point
at the curb level of Pennsylvania
Avenue to the highest point of the roof
or parapet inclusive of all structures on
the roof not otherwise excluded herein.
The measurementshall be taken at the
middle of the development parcel's
frontage on Pennsylvania Avenue. All
controls on height specified in these
Controls and Standards shall be
measured from the appropriate specified
point

"Parcel A" means a development
parcel consisting of Lot 818 on Square
291 as recorded on the records of the
Surveyor, District of Columbia.

"Parcel B" means a development
parcel consisting of the remaining
portion of Square 291 after the exclusion
of Parcel A."Ihe Plan" means The Pennsylvania,
Avenue Plan-1974, as amended, and
prepared pursuant to Pub. L 92-578, 86
Stat. 1266 (40 U.S.C. 871).

"Sidewalk setback" means that area
between a building restriction line and
the right-of-way of a street into which
projections except architectural
articulations, minor architectural
embellishments, and subsurface
structures, are prohibited. The area is to
be dedicated to open space activities
related to the public improvements
program of the Pennsylvania Avenue
Development Corporation. Subsurface
structures may intrude into the area if
they are in compliance with the
standards and controls specified herein.
Subpart B-Planning and Design
Objectives

§ 921.10 Comprehensive development
- To treat Square 291 as a unified entity
in order to (a) maximize development
potential, (b) create coordinated loading
and parking facilities, and (c) provide
integrated pedestrian features at ground
level..

§ 921.11 General land use.
To develop Square.291 with a program

for offices, hotel, residences, or a
combination of any of these and as
many ground floor retail, entertainment,
and eating establishments as possible.

§ 921.12 Activities at ground level.
To select and arrange type of uses on

the ground level that will stimulate and
enhance pedestrian activities along the
widened and landscaped Pennsylvania
Avenue sidewalk and along other
streets bordering the square during the
day, evening, and weekend.

§ 921.13 High standard of architecture
and planning.

To introduce new buildings
representative of the best contemporary
architectural and planning concepts,
particularly with respect to:

(a) Pedestrian features on the ground
level;

(b) Direct access to ground level retail
spaces from sidewalks and pedestrian
passhgeways and spaces;

(c) Facade design in relation to the
Western Plaza, surrounding buildings,
and Pennsylvania Avenue;

(d) Interior environment of the
building for occupants;

(e) Off-street parking and loading
access;

(f) Provisions for the physically
handicapped; and

(g) Energy conservation.

Subpart C-Required Planning and
Design Controls and Standards

§ 921.20 Required controls and standards:
Development parcels and interconnection
of buildings.

(a) Development of Square 291 as a
single development parcel is preferred,
but development of the Square as Parcel
A and Parcel B is permitted,

(b] Where separate development
occurs on Parcel A and Parcel B, each
development shall be designed, ata
minimum, to permit the two
developments to be connected with
respect to pedestrian features and to
have consolidated access for off-street
parking and loading facilities.

(c) In the event that Parcel A is not
subject to a development, development
on Parcel B does not have to be directly
connected to the existing building on
Parcel A, although such a connection Is
preferred and encouraged. Provisions
shall be made in the design of a
development on Parcel B for future
connection with any subsequent
development on Parcel A as
contemplated by paragraph (b) of this
section.
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VIAGRAM -P

§ 921.21 Required Controls and
Standards: Pennsylvania Avenue Building
Restrietlon Line and Sidewalk Setback (See
Diagram No. 1).
(a) Any development fronting on

Pennsylvania Avenue shall observe the
Pennsylvania Avenue building
restriction line.
(b) The Pennsylvania Avenue building

restriction line begins at a point at the,
intersection of the right-of-way line of
13th Street. NW. and the north right-of-
way line of Pennsylvania Avenue.
Following the Pennsylvania Avenue
right-of-way line southeasterly for a
distance of approximately 95 feet, the
building restriction line diverges
northeasterly from the Pennsylvania
Avenue right-of-way line at an angle of
39 degrees. The building restriction line
turns southeasterly at an angle of
approximately 141 degrees, locating the
line a distance of 50 feet perpendicular
and parallel to the Pennsylvania Avenue
right-of-way line, creating a sidewalk

setback on Parcel B. The building
restriction line terminates at Its
intersection with the right-of-way line of
12th Street, NW.

(c) The sidewalk setback on Parcel B
shall be directly accessible to
passageways or spaces-through
developments located on Parcel A and
Parcel B. These passageways or spaces
shall be:

(1) Of a number and size to permit
adequate pedestrian circulation
between the sidewalk setback and the
public sidewalk of 13th Street;

(2) Attractive and of a high quality
design inviting pedestrians to utilize
these passageways and spaces;

(3) Designed so as to complement the
facade designs of the developments on
Parcel A and Parcel B and to harmonize
with the concepts underlying the
creation of the Western Plaza. located
betweeh 13th and 14th Streets, NW4 and

(4) Illuminated at sufficient levels to
be aestheticallypleasing, as well as
offering ample safety precautions.

(d) Architectural articulations and
minor architectural embellishments of
the facade may project into the airspace
above the sidewalk setback. Canopies
and other building elements incidental
to pedestrian weather protection and
uses are permitted at ground level on the
sidewalk setback. Subsurface
projections of the development are
permitted consistentwith § 921.27.

S921.22 Rqursd Controls and
Stamlanis Build-to-lno (SeS Digam No.
2).

(a) A build-to-line for development on
Parcel A Is established at the right-of-
way line of 13th Street. NW. for its
entire length between Pennsylvania
Avenue and E Street. The build-to-line
of Parcel A also extends along both the
right-of-way line of E Street. NW. and
the Pennsylvania Avenue building
restriction line for a distance sufficient
to visually anchor development on
Parcel A to the build-to-line on 13th
Street. NW.
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Note: -"-_
The ground'level passageway
or space specified in paragraph -

b(5) is not depicted in this diagram

DIAGRAM #2

(b) A build-to-line for development on (b) Above the 135 foot level, all
Parcel B is established at the southeast exterior walls of development fronting
comer of the Parcel to extend from that on Pennsylvania Avenue shall be set
point along both the Pennsylvania back not less than 50 feet measured
Avenue building restriction line and the perpendicularly from and parallel to the
right-of-way line of 12th Street, NW., for Pennsylvania Avenue building
a distance sufficient to visually anchor restriction lines. No roof structures may
the developinent on Parcel B. occupy this roof setback of

(c) Where a build-to-line is development, except those structures
established, that portion of any- incidental to rooftop uses.
development subject to the requirement (c) Above the 135 foot level, all -
shall rise to its full height at the build-to- exterior walls of iny development
line, except that special architectural fronting on 13th Street, NW., shall be set
treatments of the development such as a - back not less' than 100 feet measured
covered pedestrian space, arcades, perpendicularly from and parallel to the
recesses, niches, entrances, or other build-to-line on 13th Street, NW. Only
articulations of the facade are permitted. roof structares incidental to elevator

2 - penthouses and roof access stairs may
§921.23 Required Controls and occupy this setback of development,
Standards: Height of Development (See provided that they are set back from
Diagrams 2 and 3) those edges of the roof fronting on a

(a) The maximum height of street four inches for every inch of
development permitted shall be 160 feet. height above the roof. -

(d) Along 12th and E Streets, NW., any
development above the 135 foot level
shall be so designed as to minimize the
visual impact of the additional height
and mass above that level.

(e) Mechanical and elevator
penthouses shall not be permitted above
the maximum height of development of
160 feet.

(f) A stairway penthouse is permitted
above the'maximum height of
development, but this penthouse may
not exceed 8 feet in height above the
roof plane of which the structure Is
located, And,

(g) Structures incidental to atrium
skylights, cornices, and architectural
embellishments may rise insignificantly
above the maximum height of
development, so long as these structures
serve no functional use to the operation
of the development.
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§ 921.24 Required Controls and
Standards: Build-to-height

That portion of development on Parcel
A subject to a build-to-line shall be built
to a height of approximately 135 feet at
that line.

§ 921.25 Required Controis and
Standards: Rooftop Uses.

(a) Rooftop uses such as cafes,
restaurants, gardens, and recreational
uses are permittedand encouraged on
roof setbacks, created at the 135-foot
level and on any roof level where not in
violation with the Height of Buildings
Act of 1910 (5 D.C.C. 405).

(b) Structures incidental to rooftop
uses shall be seasonal and of temporary
construction.

(c] Structures incidental to rooftop
uses, which are in excess of four feet in
height, shall be set back from any edge
of the roof fronting on a street a distance
equal to their respective heights above
the roof.
§ 921.26 Required Controls and
Standards: Building Prolection of
_DevelopmenL

(a) On Parcel B, a building projection
of the development beyond the right-of-
way line of 12th Street, NW., is
permitted.

(b) The building projection may not
extend more than 12 feet beyond that
right-of-way line.

c] The building projection may not
extend-below a horizontalptane 20 feet
above thehifhfst elevation of thejl2th
Street sidewalk.

(d) The building projection recognizes
a hypothetical extension of the

*Pennsylvania Avenue building
restriction line.

(e) Thd building projection may not
exceed a height of development of 135
feet.

(f) The District of Columbia awards
the projection pursuant to the District of
Columbia Building Code.

§ 921.27 Required Controls and
Standards: Subsurface Restrictions.

(a) Subsurface projections of the
development under the sidewalk
setback are permitted.

(b) Where provided, subsurface
projections shall comply with the
following criteria:

(1) For a distance approximately 20
feet, measured perpendicularly to and
back from the curb line of Pennsylvania
Avenue and 13th Street, NW.,
subsurface structures are prohibited.

(2) Behind this line 20 feet in back of
the curb line of Pennsylvania Avenue
and 13th Street, NW., the outer face,
including any layer of construction
materials related to waterproofing, of a
subsurface structure may not extend
upward beyond a plane established 7
feet below the surface of that sidewalk
and the Pennsylvania Avenue sidewalk
setback.
§921.28 RequIred'Controls and
Standards: Gross Floor Area of
DevelopmenL

(a) Maximum gross floor area

limitation of a develoment shall be
determined by multiplying the b'uildcable
area of the development parcel by a
factor of 11.0.

(b) In computing the gross floor area
of a development to determine if the
development complies with the
maximum gross floor area limitation.
specified above, the following
exclusions of floor area from the
computation may be made:

(1) Floor area of a development not
normally computed as part of gross floor
area for purposes of the District of
Columbia Zoning Regulations;

(2] Floor area of a development
devoted to an off-street loading facility
and its access;

(3] Floor area of a development
devoted to mechanical equipment rooms
for HVAC and elevators (The amount of
floor area which may be excluded under
this item may not exceed a factor of 0.37
times the buildable area of the
development parcel.];

(4) Floor area of a development which
extends beyond a right-of-way line, such
as a building projection, or which
extends beyond a building restriction
line, such as architectural articulations
and minor architectural embellishments
of the facade;

(5] Floor area of a development
devoted to an open arcade which meets
or exceeds the open arcade criteria
established in paragraph 5307.121 of the
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District of Columbia Zoning Regulations;
and,

(6) Floor area of a development
devoted to a through-square-connection
which meets or exceeds the through-
square-connection criteria established in
paragraph 5307.123 of the District of
Columbia Zoning Regulations.(c) The applicable criteria for
paragraphs (b) (5) and (61 of this section
may be modifiediby the Corporation
upon a showing by the developer that
the goals of quality design, free-flowing
pedestrian circulation, and adequate
weather protection are satisfied.by the
developer's alternative proposals. The
Corporation cannot waive or modify the
applicable criteria for open arcades and
through-square-connections for the
purpose of obtaining an award under the
bonus incentive program of the District
of Columbia Zoning Regulations.

§ 921.29 Required Controls and
Standards: Uses.

(a) The ground level shall be. primarily
devoted to a mix of retail,'
entertainment, restaurant and-
institutional uses that will encourage
lively activities at the street level
especially throughout the evening and
weekend.

(b) All retail spaces on the ground"
level fronting on streets or pedestrian
related passages and spaces shall be
made directly accessible from those
areas.

§ 921.30 Required Controls and
Standards; Provisions for the Handicapped.

Development shall incorporate
features that will make the development
readily accessible by the physically
handicapped. The specifications •
published by the American National-
Standards Institute, Inc. (ANSI A117.1
Revised 1971) titled "Specifications for
Making Buildings and Facilities
Accessible to, and-Usable by, the'
'Physically Handicapped" should be
used as guldelines.
§ 921.31 Required Controls and
Standards: Curb-Cuts.

'Vehicular curb-cuts are prohibited
along Pennsylvania Avenue, 12th Stteet,
NW., and 13th Street, NW.

§ 921.32 Required Controls and
Standards: Off-Street Parking.

(a) Off-street parking as a principal
use is prohibited. Off-street par.ng as
an accessory use in a development is
permitted.

(b) The maximum number of.parking
spaces for a development may not
exceed the aggregate of the number of
parking spaces allowed for each use
within the development. The 'schedule of

limitations for parking spaces is as
follows:

(1) Hotel: One parking space for each
four sleeping rooms or suites;

(2) Places of public assemblage other
than hotels: (i.e., arena, armory, theater,
auditorium, community center,
convention center, concert hall, etc.) one
parking space for each ten seats 6f
occupancy capacity for the first 10,000
seats, plus one for each 20 seats above
10,000: Provided, That where seats are
not fixed, each seve square feet of
gross floor area usable for seating shall
be considered one seat;'
(3) Retail, trade, and service

establishments: one parking space for
each 750 square feet of gross floor area;

(4) Residential: One parking space for
each 1.2 units;

(5) Offices: One parking space for
each 1,800 square feet of gross floor
area.

(c)-All parking spaces shall be located
below grade level. . &

(d) Access for both entrance and exit
to parking facilities shall be permitted
only from E Street, NW. .

(e) Where the Square is developed as
a single development parcel, parking

•facilities shallbe serviced by a single
parking access for both entrance and
exit.

(f) Where Parcel A and Parcel B are
developed separately, each parcel may
hhve its own parking facility and access
for entrance and exit, but the access for
each parcel and access for off-street
loading shall be consolidated so as to
minimize the size and number of curb-
,cuts along E Street.
§ 921.33 Required Controls and
Standards Off-Street Loading.

(a) An off-street loading facility shall
comply with the requirements of the
Zoning Regulations of the District of
Columbia.

(b) All off-street loading access for
entrance and exit shall be from E Street.

(c) Where the Square is developed as
a single development parcel, a single'off-
street loading facility is required with a
single access for entrance and exit.

(d) Where Parcel A and Parcel B are
separately developed, each parcel shall
have an off-street loading facility with
an access for entrance and exit. The
access to the off-street loading-facility
for Parcel A and Parcel B must be
adjacent and contiguous with each
other, and coordinated with access to
off-street parking.facilities. Curb-cuts
and intrusions across the sidewalk of E
Street shall be minimized.

§ 921.34 Required Controls and
Standards: Historic Preservation.

(a) The historic preservation aspects
of the development will be Implemented
in accordance with the Historic
Preservation Plan of the Pennsylvania
Avenue Development Corporation.

(b) The facades or architectural
elements of the following three buildings
located on Parcel B are to be relocated
to other locations within the
Pennsylvania Avenue development area
as part of Program I1 of the Historic
Preservation Plan.

1(1 Progrim H B: Building Facades to
be Relocated'
1201 Pennsylvania Avenue, NW,
1205 Pennsylvania Avenue, NW.

(2) Program II C: Salvage of
Architectural Elements:
1203.Pennsylvanla Avenue, NW.

(c) The developer of Parcel B is
expected to cooperate with the
Corporation to facilitate this
preservation activity.
§ 921.35 Required Controls and
Standards: Pedestrian Features.

(a) Development on Parcel A shall
provide an open arcade along the entire
length of the build-to-line of 13th Street,
NW.

(b) The open arcade shall comply with
the criteria applicable to open arcades
as set forth in section 5307.121 of the
District of Columbia Zoning Regulations,
except that the Corporation may modify
those criteria upon a showing by the
developer that the goals of quality
design, free-flowing pedestrian
circulation, and adequate weather
protection are satisfied by the
developer's proposals. The Corporation
cannot waive or modify the applicable
criteria for open arcades for the purpose
of obtaining an award under the bonus
incentive progra., of the District of
Columbia Zoning Regulations,

§ 921.36 Required Controls and
Standards: Building Exterior Illumlnation.

Exterior illumination shall be in
conformance with the Pennsylvania
Avenue Lighting Plan and any general
plan of the Pennsylvania Avenue
Development Corporation for building
illumination.

Subpart D--Recommended Planning
and Design Controls and Standards

I

§ 921.50 Recommended Controls and
Standards: Uses.

(a) Along the ground level frontages of
Pennsylvania Avenue and 13th Street,
NW., uses which generate a low level of
activities or engage in business for a
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limited period of time during the day
such as banks, airline ticket offices,
travel bureaus, etc., are discouraged.

(b) Shops and restaurants are
recommended along the ground level of
12th Street, NW. to reinfoice 12th Street
as one of the major north-south
pedestrian ways between the Mall and F
Street retail core.

(c) Cafes in the sidewalk setback on
Pennsylvania Avenue are encouraged.

(d) Rooftop uses such as cafe,
restaurant, and roof-garden are
encouraged.

§ 921.51 Recommended Controls and
Standards: Pedestraln Features.

(a) Open arcades:
(1) An open arcade is highly

recommended along the Pennsylvania
Avenue building restriction line;

(2) An open arcade in Parcel B is
desirable along 12th Street, if a building
projection is not provided;

(3) An open arcade is desirable along
E Street

(b) Ground level pedestrain
passageways or spaces:

(1) Ground level pedestrain
passageways or spaces should be
exterior spaces of the development open
to the public on a 24 hour basis;

(2) These passageways or spaces
should be generous in size and insure
free-flowing pedestrain circulation
between the sidewalk setback on
Pennsylvania Avenue and the sidewalk
of 13th Street, NW.;

(3) A sense of a continuous
promenade along Pennsylvania Avenue
is highly desired;

(4) These passageways or spaces
should permit direct access to retail and
similar uses which front on them; and

(5) The present building on Parcel "A"
should be modified or altered to
establish a pedestrian passageway or
space satisfying the desire expressed in
paragraph (b](3)(ii) of this section.

(c) Provisions for the construction of a
second level pedestrain walkway across
E Street to future development on
Square 290 is desirable in order to
permit direct covered connection from
Square 291 to the Metro Center South
Station entrance at 12th and F Streets.

§ 921.52 Recommended Controls and
Standards: Building Projection.

A building projection along 12th Street
is recommended.

§ 921.53 Recommended Controls and
Standards: Energy Conservation.

All new builIlings should be designed
as economical in energy use as possible.
The conservation standards of ASHRAE
90-75 should be used as guidelines, until
the District of Columbia enacts

standards as a supplement to the
District of Columbia Building Code.
§ 921.54 Recommended Controls and
Standards: Fine Arts.

(a] Fine arts, including sculpture,
paintings, decorative widows, bas-
reliefs, ornamental fountains, murals,
tapestries, and the like, should be
included in each development project.
Commissions for original works of art
which are appropriate for the
development are encouraged.

(b) The Corporation is available to
assist a developer in selecting and
evaluating artists and works of art.

(c) A reasonable expenditure for fine
arts is deemed to be one-half of one
percent of the total construction cost of
the development.

§ 921.55 Recommended Controls and
Standards: Access for Off-Street Parldng
and Loading.

It is highiy recommended that access
for off-street parking and loading for the
entire square be through a single curb-
cut to minimize interruption of
pedestrian circulation along E Street.

§ 921.56 Recommended Controls and
Standards: Off-Street Loading.

Where separate development occurs
on Parcel A and Parcel B it is desirable
that the required off-street loading
facilities for each parcel be consolidated
into a single facility serving the entire
square.

§ 921.57 Recommended Controls and
Standards: Special Design Considerations.'

The following elements are
considered critical to the design of any
development on the Square in that they
will define the space and the character
of Western Plaza, Pennsylvania Avenue,
12th Street, and E Street The architect
of ahy development on the Square is
expected to work closely with the staff
of the Corporation in treating these
design elements:

(a) The facade along 13th Street facing
Western Plaza, particularly with regard
to a cornice, edges, and open arcade,
entrances, and store fronts.

(b The ground level pedestrain
passageways or spaces connecting the
sidewalk setback of Pennsylvania
Avenue with the sidewalk of 13th Street.

(c) That portion of development at the
comer of 12th Street and Pennsylvania
Avende.

(d) Building projection over 12th
Street, if provided.

(e) The building mass above the 135
foot level along 12th and E Streets.

(f) Structures and planting incidental
to rooftop uses.

(g) Mechanical penthouses equipment
and cooling tower location and visual
design.

(h) Off-street parking and loading
access.

(i) Architectural articulations and
minor architectural embellishments of
the facade fronting on the sidewalk
setback.

Issued in Washington. D.C.
lo,.pbL a zaaiy.

(M~ Dc-. 7g-ilees rMd -wz-m &4 arn
BRIM CODE 7630-01-M

VETERANS ADMINISTRATION

38 CFR Part 1

Safeguarding Personal Information In
Veterans Administration Records

AGENCY. Veterans Adminisfration.
ACTION: Final Regulation.

SUMMARY: The Veterans Administration
has amended its regulation concerning
use of social security numbers in
veterans' benefits matters. Prior to this
amendment the regulation stipulated
that no one would be denied any right,
benefit, or privilege provided by law
because of refusal to disclose to the
Veterans Administration a social
security number. This amendment now
provides authority for requiring
mandatory disclosure of a claimant's or
beneficiary's social security number as a
condition precedent to the receipt or
continued receipt of Veterans
Administration periodic monetary
benefits. This change is needed to Insure
the fiscal integrity of the Veterans
Administration benefits program. The
effect of this action is to provide for
verification of social security benefit
data furnished in connection with a
claim for Veterans Administration
benefits.
EFFECTIVE DATE: January 26,1979.
FOR FURTHER INFORMATION CONTACT: T.
H. Spindle. Jr. 202-389-3oo5.
SUPPLEMENTARY INFORMATION. On
pages 57923 and 57924 of the Federal
Register of December 11, 1978, there was
published a notice of proposed
regulatory change to amend § 1.575. This
is the regulation which governs use of
social security numbers in veterans'
benefits matters.

Interested persons were given 30 days
in which to submit comments,
suggestions, or objections to the
proposed amendment. One letter was
received. The writer only wanted
information about the authority of the
Veterans Administration to require -
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disclorure of a social security number -
before January 1,1975. The information
was furnished to the writer by letter.
The writer did-not offer any comments,
suggestions or objections to the
proposed amendment.

Approved: April 9,1979.
By direction of the Administrator.

RuL' ILVilson,
Deputy Adminlitrator.

Section 1.575 is revised to read as
follows:
§ 1.575 Social security numbers in
veterans' benefits matters.

(a) Except as provided in paragraph
(b) of this sectioni, no one will be denied
any right, benefit, or privilege provided
by law because of refusal to disclose to
the Veterans Administration a sbcial
security number.

(b) The Veterans Administration may
require mandatory disclosure of a
claimant's or beneficiary's social
security number (including the social
security number of a dependent of a
claimant or beneficiary) as a condition
precedent to receipt or continuation of
receipt of compensation (where affected
by outside income) or pension payable
under the provisions of chapters 11, 13,
and 15 of title 38, United States Code.'

(c) A person requested by the
Veterans Administration to disclose a
social security number shall be told, as
prescribed by § 1.578(c), whether
disclosure is voluntary or mandatory'.
The person shall also be told that the
Veterans Administration is requesting
the social security number under the
authority of title 38, United 9tates Code,
that it will be used in the administration
of veterans' benefits in the identification
of veterans or persons claiming or -,

receiving Veterans Administration
benefits and their records, and that it
may be used to verify social security
benefit entitlement (including amounts
payable) with the Social Security
Administration and, for other purposes
where authorized by both title 38, .
United States Code and the Privacy Act
of 1974, (Pub. L. 93-579), or, where.
required by another statute..
(38 U.S.C. 21oc)
[FR Doc. 79-11493 Filed 4-12-79 8:45 am] I

BILIJ6 CODE 8320-01-U

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

Oxamyl; Maximum Permissible Level
on Citrus Fruits

AGENCY: Office of Pesticide Programs,
Environmental Protection-Agency (EPA).
ACTION: Final rule.

SUMMARY: This rule establishes a
tolerance for residues of the insecticide
oxamyl on citrus fruits. The regulation
was requested by E. L du Pont de
Nemours & Co. This rule establishes a
maximum permissible level for residues
of oxamyl on citrus fruits.
EFFECTIVE DATE: Effective on April 13,
1979.
FOR FURTHER INFORMATION CONTACT.
Mr. Frank Sanders, Product Manager
(PM) 12, Registration Division (TS-767),
Office of Pesticide Programs, EPA, 401
M Street, SW., Washington, DC 20460
(202/426-925).
SUPPEENTARY INFORMATION: On April
28, 1977, notice was given (42 FR 21640)
that E. L du Pont de Nemours & Co., Inc.,
Wilmington, DE 19898, had filed a
pesticide petition (PP 7F1909) with the
EPA. This petition proposed that 40 CFR
180.303 be amended to establish a
tolerance for residues of the insecticide
oxamyl (methyl N/N'-dimethyl-N-
[(methylcarbamoyl)oxy]-- '-
thiooxamidate) in or on raw agricultural
commodity citrus fruits at 3 parts per
million (ppm]. No comments were
received in response to this notice of.
filing.

The data submitted in the petition and
other relevant material have been
evaluated. The toxicological data
considered in support of the proposed
tolerances included a-two-year rat
feeding/oncogenicity.study-and a two-
year dog feeding study with no-
observed-effect levels (NOEL) of 50 ppm
and 100 ppm, respectively; a three-
generation rat reproduction study with
an NOEL of 50 ppm; and a rat
teratogenicitk study, which was
negative. Based on the two-year chronic-rat feeding/oncogenicity study with a 5o
ppm NOEL and using a safety factor of
100, the acceptable daily intake (ADI)
for man is0.025 milligram (mg)y/kilogram
(kg) of body weight (bw)/day. The
theoretical maximal residue contribution
TIMC) in the human diet from thd

previously established tolerances at
levels ranging from 10 ppm to 0.1 ppm
and the proposed tolerance does not
exceed the ADL

Desirable data that is lacking from the
petition are a second oncogenicity study

and additional mutagenicity studies. The
mutagenicity studies will be requested
when suitable test'protocols have been
determined. In a letter of April 28, 1978,
the petitioner indicated that a second
oncogenicity study was underway and Is
expected to be completed in late 1980.
The petitioner also agreed to voluntarily
delete the use of oxamyl on citrus fruits
from the label should the second
oncogenicity study exceed the risk
criteria for chronic toxicity in 40 CFR
162.11.

Although the evaluation of the
oncogenic poteftial of oxamyl Is not
complete, it is concluded that based on
the available data, the risks are
acceptable since the absence of an
oncogenic potential is adequately shown
in the two-year rat feeding/oncogenicity
study.

The metabolism of oxamyl Is
adequately understood, and an
aldequate analytical method (gas
chromatography using a flame
photometric detector) Is available for
enforcement purposes. No actions are
currently pending against continued
registration of oxamyl nor are there any
other relevant considerations involved
in establishing the proposed tolerances,
There is no reasonable expectation of
residues in eggs, meat, milk, or poultry
as delineated in 40 CFR 180.6(a)(3).

The pesticide Is considered useful for
the purpose for which a tolerance Is
sought, and it Is concluded that the
tolerance of 3 ppm established by
amending 40 CFR 180.303 will protect
the public health. It Is concluded,
therefore, that the tolerance be
established as set forth below.

Any person adversely affected by this
regulation may, on or before May 14,
1979, file written objections with the
Hearing Clerk, Environmental Protection
Agency, Rm. M-3708, 401 M St., SW,
Washington, DC 20460. Such objections
should be submitted in quintuplicate
and specify the provisions of the
regulation deemed to be objectionable
and the grounds for the objections. If a
hearing is requested, the objections must
state the issues for the hearing. A
hearing will be granted if the objections
are supported by grounds legally
sufficient to justify the relief sought,

Effective on April 13,1979, Part 180 Is
amended as set forth below.

Dated: April 9, 1979.
dnVin. Iolms00

DeputyAssstantAdmanistmtorforPosdrcd. Progmot,

(Sec. 408(d)(2), Federal Food, brug, and
Cosmetic Act (21 U.S.C. 340a(d)(2)Jj

Part 180, Subpart C, § 180.303, Is
amended by alphabetically Inserting
citrus fruits at 3 ppm to read as follows:

I I I I I I
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§ 180.303 Oxamyl; tolerances for residues.

parts
per

Comrocy milion

Otals inits 3

[FRL 201-C PP 7Fi190I1
[FR Doc. 79-11635 Filed 4-12-7. :45 am)
BILUNG CODE 6560-01-U

ENVIRONMENTAL PROTECTION

AGENCY

40 CFR Part 435

Effluent Guidelines and Standards, Oil
and Gas Extraction Point Source
Category

AGENCY: Environmental Protection
Agency.
ACTION: Final and Interim Final Rules.

SUMMARY: Final effluent limitations
guidelines establishing "best practicable
control technology currently available"
(BPT) are hereby promulgated for the
offshore, onshore, coastal and
agricultural and wildlife water use
subcategories in the oil and gas
extraction industry. These final
regulations combine the near and far
offshore subcategories of the offshore
segment of the industry into a single
offshore subcategory. The beneficial use
subcategory is renamed the agricultural
and wildlife water use subcategory.
Finally, the definition of the stripper
subcategory is clarified. However, the
Agency does not yet have sufficient
technical data to promulgate effluent
limitations for this subcategory, and,
thus, those sections remain reserved.
Additionally, this regulation
promulgates, as interim final, changes in
the descriptions and applicability of the
coastal and agricultural and wildlife
water use subcategories. Comments on
these interim final changes are solicited.
The limitations are based upon the
application of BPT as defined in section
304(b) of the Clean Water Act of 1977,
(PL 95-217, 33 U.S.C. 1251 et. seq.) (The
Act).
DATES: The effective date of these
regulations is April 13,1979. Comments
on the interim final regulations must be
received on or before June 12,1979.
ADDRESS: Comments should be directed
to: John M. Cunningham, Effluent
Guidelines Division (WH-552),
Environmental Protection Agency, 401 M
Street, S.W., Washington, D.C. 20460,
(202) 426-7770.
FOR FURTHER INFORMATION CONTACT:
John M. Cunningham, (202) 426-7770.

SUPPLEMENTARY INFORMATION:

Background

On September 15,1975 (40 Fed. Reg.
42543) and October 13, 1976 (41 Fed.
Reg. 44942), EPA promulgated interim
final effluent limitations based on the
application of "best practicable control
technology currently available" (BPI'
for the offshore and onshore segments of
the Oil and Gas Extraction point source
category. Concurrently, the Agency also
proposed effluent limitations based on
the application of "best available
technology economically achievable"
(BAT), pretreatment standards and
standards of performance for new
sources. After promulgation of these
interim final regulations, members of the
oil and gas industry filed Petitions for
Review of the interim limitations for
both the onshore segment, American
Petroleum Institute, et al., v. EPA (No.
76-4497, 5th Cir.) and offshore segment;
American Petroleum Institute, eta. v.
EPA (No. 75-3588, 9th Cir.). In the course
of negotiations on these cases,
stipulations were entered in which the
Agency agreed to promulgate certain of
the regulations contained in this notice.
These include, among others, the
limitations on deck drainage in the
offshore subcategory, changes to the
Agricultural and Wildlife Water Use
subcategory, and with certain
reservations, the description of the
coastal subcategory.

The regulations set forth below
incoiporate comments received after
publication of the interim final
regulations and the Agency's stipulated
agreements based on those comments.
These regulations deal only with BPT
limitations. No changes in the proposed
BAT, new source, or pretreatment
regulations issued on those same dates
are made by the regulations set forth
below. Based on comments received to
date, the Agency believes that furthpr
technical and economic study is
required prior to promulgation of those
regulations.

Legal Authority

These regulations are promulgated
pursuant to sections 301(b) and 304(b) of
the Act. Section 301(b)(1) requires the
attainment of effluent limitations based
upon the application of "best practicable
control technology currently available"
by July 1, 1977. Section 304(b) provides
for the promulgation of regulations
defining a technology as "best
practicable control technology currently
available" and specifies the factors to
be taken into account in defining BPT.

Summary and Basis of Regulations

Effluent limitations for oil and grease
are established for all subcategories
with the exception of the stripper
subcategory. The major source of waste
waters generated by facilities in this
industrial category is produced waters.
These produced waters vary from 0 to 99
percent of the total volume of fluids
produced. This extreme fluctuation of
flow volumes of produced waters
depend on natural phenomena and is
not subject to process controls.
Consequently, the effluent limitations
for produced water are concentration.
based rather than based upon mass per
unit of production.

No limitations have been established
for several other waste Water pollutants
identified in field surveys. These
decisions were made either because
technology is not presently available to
control the pollutant discharge or
available data indicate they are are
normally reduced incidently with the
removal or reduction of another
pollutant parameter.

Additionally, facilities subject to these
regulations inay be required to prepare
and implement spill prevention control
and countermeasure (SPCC) plansunder
section 311(j) of the Clean WaterAct.
These requirements are set forth at 40
CFR Part 112.

A report entitled "Development
Document for Interim Final Effluent
Limitations Guidelines and Proposed
New Source Performance Standards for
the Oil and Gas Extraction Point Source
Category" was prepared in support of
the initial interim final BPT limitations.
this document discussed the oil and gas
industry, available waste treatment
technology and the results of the
technical study which resulted in the
limitations contained in these
regulations. Additionally, a
supplementary report on the possible
economic impacts of the regulations was
issued at that time.

Since publication of interim final
regulations, interested parties have
submitted comments and new data for
consideration by the Agency. The
changes made in this notice are based
on an analysis of those comments and
data. In largest part, these revisions
merely clarify the interim final
regulations. However, in some cases
these regulations do alter the
anticipated impact of the original
regulations. This notice contains a
discussion of those revisions and
evaluation of those impacts.

Copies of the development document,
supplementing economic analysis and
public comments are available for
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inspection and copying at the EPA
Public Information Reference Unit,
Room 2922 EA Library), Waterside
Mall, 401 M Street, S.W., Washington,
D.C. Copies of the interim final
documents were sent to numerous
persons or institutions affected by the
regulation or who have placed
themselves on a mailing list for this
purpose (See EPA's Advance Notice of
Public Review Procedures, 38 Fed. Reg.
21202, August 6, 1973). An additional
limited number of copies of the
Development Document are available
from the Distribution Officer (WH--552),
Effluent Guidelines Division,
Environmental Protection Agency,
Washington, D.C. 20460.

Summary of Public Participation

As a result of comments received
following publication of the interim final
regulations, the limitations originally
established have been reevaluated. A
summary of public participation in this

- rulemaking, public comments, and the
Agency's consideration and response is
contained in Appendix B of this
preamble.

Summary of Changes

A number of changes are being made
to the interim final regulations. A
detailed discussion of those changes
and their technical basis can be found at
Appendix A to this preamble."
Offshore Subcategozy-Applicability

and Description
Because the BPT limitations for the

old near offshore subcategory
(subcategory A) and the far offshore
subcategory (subcategory B) were
identical, and because some confusion
existed into which subcategory some
facilities should be placed, the two
subcategories are combined into a single
offshore subcategory.
Coastal Subcategory-Applicability and

Description I,
The coastal subcategory is redefined

on a descriptive rather than geographic
basis. This subcategory will include
facilities operating over water or
wetlands located landward of the inner
boundary of the territorial seal. This
area encompasses certain coastal bays
and all inland lakes andwetlands.
Agricultural and Wildlife Water Use

Subcategozy-Applicabiity and
Description
The beneficial use subcategory is

renamed to avoid confusion with the
term in western water rights law.
Additionally it is redefined to include
facilities operating west of the 98th
meridian which have produced Water

that is used for agricultural or wildlife
watering purposes.
Deck Drainage Limitations-Offshore

and Coastal Subcategories
The oil and grease limitations for deck

drainage in the offshore and coastal
subcategories were originally
established based on data derived from
the treatment of deck drainage and-
produced water in c6mbination.
Although the Agency presently has only
limited information concerning the
technological capability for treating
deck drainage separately, there is
substantial data that sources in these
subcategories are able to achieve the
limitation established under the oil
discharge regulations promulgated
pursuant to section 311 of the Clean
Water Act. Consequently, pending
further acquisition of data, a linjitation
of "no discharge of free oil," comparable
to that established undersection 311, is
being promulgated for this parameter.
Agricultural and Wildlife Water Use

Subcategory-Effiuent Limitations
It has come to the Agency's attention

that-some of the data used-to establish
the oil and grease limitation for this
sub'category could not be verified as
having been analyzed by an EPA
approvedcmethod. Consequently, those
data had to be removed from the data
base. Removing those data-points
resulted in the maximum daily oil and
grease concentration being reduced from
45 mg/1 to 35 mg/i.,

Economic Analysis

The Agency has made a study of the
economic and inflationary impacts of
these regulations. Since changes made
by'these final regulations should not -
increase costs beyond those projected
for interim final regulations, the impacts
are estimated to'be'the s ame as those of
complying with the interim final
regulations. It is estimated that the
capital cost of complyin with the
limitations, based on the best
practicable control technology currently
available, will be between $112.4 and
$206.7"million, and the total annual
operating costs, including amortization,
operating and maintenance expense, to
be between $14.1 and $23.6 million. The
costs and-impacts associated with the
regulations are detailed in the economic
analysis documents.

Additionally, data has been received
which suggests that the interim final
revision of the description of the coastal
subcategory could result.in a reduction
of the production from certain affected
wells of up to 7.6 million barrels of oil
and 32 billion cubic feet pf gas at current
economic conditions. Estimated

continued production of those wells
would be 270 bllion barrels of oil and
1,109 billion cubic feet of gas. The
associated capital and operating costs of
the wells affected by this revision would
be approximately $10 million per year
over the average life of the affected
wells. Expected deregulation of
interstate natural gas prices could
significantly reduce the predicted
number of well closures since the data
upon which closures were estimated
assumed that all gas would be sold at
regulated interstate prices.

The economic-and inflationary effects
of these regulations were evaluated in
accordance with Executive Orders 11021,
and12044.

Small Business Administration Loans

Section VII of the Act authorizes the
Small Business Administration, through
its economic disaster loan program, to
make loans to assist any small business
concerns in effecting additions to or
alterations in their equipment facilities,
or methods of operation so as to meet
water pollution control requirements
under the Act, if the business Is likely to
suffer a substantial economic Injury
without such assistance.

For further details concerning this
Federal loan program write to EPA,
Office of Analysis and Evaluation, WH-
586, 401 M Street, S.W., Washington,
D.C. 20460.

Solicitation of Comments'

Comments &bre solicited with respect
to the revised statement of description
and applicability of the Coastal and
Agricultural and Wildlife Water Use
Subcategories. Comments must be
received on or before June 12, 1979.

Dated: April 4,1979.
Douglas d. Costle,
Adminisitmor.

Appendix A-Discussion of revisions

Offshore Subcategory-Applicabllty.
and Description
The inierim final regulations for the

oil and gas extraction industry defined
two separate subcategories, near and far
offshore, for the offshore segment of the
industry. While this classification was
appropriate at a time when the Agency
planned to impose different effluent
liniitations in these subcategories, the
establishment of identical limitations
based upon "best practicable technology
currently available" and the similarity
of factors influencing the regulation of
offshore facilities have led the Agency
to conclude that different subcategories
for offshore facilities are unnecessary
Consequently, EPA is now combining
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the near and far offshore subcategories
into a single offshore subcategory.

Additionally, certain ambiguities with
respect to the applicability and
description of the offshore subcategories
were raised as issues in a Petition for
Review of the interim final regulations
brought by members of the offshore
industry in the Court of Appeals for the
Ninth Circuit. First, there was confusion
as to the proper classification of
facilities which were located in one
subcategory of the offshore segment but
which discharged into the other
subcategory. Further, industry litigants
expressed concern that platforms which
piped effluent to land-based treatment
facilities and then discharged the
treated effluent offshore would be
classified in the onshore subcategory.

At the time when the offshore
segment consisted of two subcategories,
the Ageficy agreed with litigants
challenging the interim final offshore
regulations to include a preamble
provision explaining that, for the
offshore subcategory only, classification
in a subcategory was to be based on
point of discharge. This provision stated-
'Tor the purpose of the effluent
limitations guidelines for the offshore
segment of the oil and gas extraction
category, the locations of the discharge
of a point source into the receiving
waters shall determine the subcategory
into which the point sourcewill be
placed."

However, in the'exercise of its
responsibility to promulgate appropriate
regulations, the Agency has combined
the two offshore subcategories and
defined the classification of offshore
sources based upon their location of
operation. This action satisfies all
objections raised by the industry and
effectively implements the objectives of
the parties. Not only does combining the
subcategories eliminate confusion about
the classification of facilities within the
offshore segment, but by classifying
facilities based on their location of
operations, facilities located offshore
but treating onshore will be placed in
the offshore-subcategory. The Agency
believes that this is a proper response to
this problem. Facilities piping effluent to
onshore treatment facilities could, in
most cases, use less effective on-site
treatment. To classify those facilities as
onshore, with a concomitant zero
discharge requirement, would
discourage the use of land-based
treatment and might, in the long run,
produce greater levels of pollutant
discharge. Thus, classification based on
location of operation was considered
proper.

In litigation challenging the interim
final regulations for the onshore segment
of the industry, litigants argue that their
operations should be classified based
upon point of discharge. The Agency
stipulation in the offshore litigation was
in no way intended to affect this issue.
For the reasons stated above. EPA has
not adopted the industry's
recommended approach.
Coastal Subcategory-Applicability and

Description
The coastal subcategory was

originally established when the interim
final regulations for the onshore segment
of the industry were promulgated on
October 13,1976. (41 FR 44943). This
subcategory was established in
recognition of the fact that oil drilling
and production operations existed on
platforms inside the territorial seas
which would not qualify for inclusion in
either the far offshore or near offshore
stibcategories. The coastal subcategory
was defined in the interim final
regulation on a geographic basis which
contained specific boundaries for the
subcategory identified in terms of
latitude and longitude. These
boundaries were set to include all
platforms of which the Agency was
aware which were both inside the
territorial seas and which were located
in the waters of states that permitted the
discharge of produced water.

After analyzing comments and data
received during the comment period,
and after further consideration by the
Agency, a number of problems were
evident with respect to this approach.
First, industry identified a significant
number of facilities located in coastal
areas which were not included within
the definition of the subcategory
because they are located in areas in
which state laws do not permit the
discharge of produced water. However,
since more stringent state requirements
are enforceable regardless of the
subcategory to which a platform
belongs, the Agency believes that their
exclusion on this basis is unnecessary.
Second, it was pointed out that certain
platforms in upper Cook Inlet, Alaska
were not included in the subcategory
although subject to the same conditions
as other platforms in the coastal
subcategory.

An overall problem identified by these
comments is that defining the
subcategory on a geographic basis
requires the Agency to reassess the
existing boundaries of the subcategory
whenever industry explores new areas
that might be considered coastal. Since
this process would be administratively
cumbersome and could lead to

unnecessary delays in exploration
activities, the Agency has concluded
that the coastal subcategory should not
be geographically defined. Instead, the
Agency proposed to change the
definition to include all facilities lbcated
over waters landward of the boundary
of the territorial seas, including
wetlands adjacent to such waters.

An additional problem with the
previous geographic definition was that
it classified in the coastal subcategory
an estimated 1700 wells which operated
on land but which discharged into
coastal waters. Under this revised
definition these facilities would be
reclassified as either onshore or stripper
depending upon their rate of production.

Industry has submitted data
indicating that approximately 1200
wells, previously classed as coastal,
would now be classified as onshore.
This will require the achievement of a
limitation of zero discharge and industry
data indicate that 112 of these wells
would cease production in such case.
Additionally, the data projects a loss of
up to 7.6 million barrels of oil and 32
billion cubic feet of natural gas over the
entire operating lives of the affected

-wells. The continuing production from
this class of wells is estimated to be 270
million barrels of oil and 1,109 billion
cubic feet of natural gas. These figures
are based on the current regulated
interstate price. 1

These figures do not, of course,
indicate that a presently indeterminate
number of wells which would before
have been classified as onshore will
now be classed as coastal. This would
include facilities operating over lakes,
including the Great Lakes, and certain
West Coast bays, including Cook Inlet,
Alaska.

The Agency believes that this
reclassification is warranted under the
criteria for technology-based limitations
contained in section 3Q4(b)(1). No
evidence has been presented which
suggests that the technological capacity
of these facilities to meet alimitation of
zero discharge is in anyway different
from other onshore wells. While space
constraints or reinjection difficulties
may operate with respect to coastal and
offshore platforms, no such conditions
apply to these wells operiting on land.

Additionally, evaluation of other
relevant statutory criteria support this

'Since the signature of these regulations by the
Administrator, the President has initiated a phased
deregulation of the price of domestic oil. This
deregulation should drastically reduce the impact of
this modification on oil production at affected well&
Although the impact of this regulation should now
be nnimml it is not possible to predict that effect
until Congress has acted on a proposal to tax
portions of the Increased revenues generated by the
deregulation.
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modification. The Agency gave serious
consideration to the cost of this
regulation in relation to its effluent
reduction benefits and associated non-
water quality environmental impacts:In
its assessment of effluent reduction'
benefits, the Agency determined the
composition of existing discharges and'
identified a range of significant . -

pollutants including, among others, subh
toxic pollutants as phenols.
Determination of the total level of
reduction of these pollutants is difficult
for oil and gas facilities since the flows
and concentrations of pollutants vary
among wells and over the life of an
individual well. However, available
data indicate that the reclassification of
certain wells into the onshore
subcategory would result in the
reduction of up to 227,000 pounds per
year of phenols alone. These are,
reductions of discharges into
environmentally sensitive and
productive wetlands. While technology'
may not exist which would enable
platform operators to reduce the
concentrations of these pollutants, land
based facilitids have the technological
capacity to eliminate their discharge
altogether. This is an obligation which
other onshore facilities are presently
meeting.

The only non-water quality -

environmental impacts resulting from
this modification stem from the
operation of reinjection equipment in
those wells reclassified as onshore.
These impacts which have been -
reviewed by thd appropriate EPA
divisions as part the decision making
process, include the energy required to
operate such equipment and associated -

air emissions. Depending upon whether
natural gas or diesel fuel is used,
emissions are projected to range from
1,387 to 52,500 pounds per year of
hydrocarbons, 1,150 to 1,183 pounds per
year of sulfur oxides, 59,995 to 283,167
pounds per year of particulates and
69,986 to 1,436,000 pounds per year of
nitrogen oxides. -

The definition promulgated in this
notice is consistent with the definition
recommended by the industry in its
comments on the interim final
regulations. The Offshore Operators
Committee recommended that the
definition be modified to read "... the
waters of bays, sounds inlets, and other
water bodies landward of the territorial
seas and affected by the ebb and-flow of
the tides where State Water Quality
Criteria permit the discharge of
produced water." The American
Petroleum Institute recommended that
the subcategory "should extend to all
inland bays, inlets, estuaries, and

coastal lakes which lie landward where
discharges are allowed or certified by
the States." Similar comments were
received from many individual oil
companies. The definition which has
been adopted includes all areas covered
by the recommendations of the industry
and expands that definition to include
water bodies not affected by the ebb
and flow of the tide as well as wetland
areas. As stated above, the Agency does
not believe it necessary to limit the
definition to those areas where water'
quality criteria permit discharge since
water quality criteria requiring more
stringent limitations (including no
discharge) than those found in effluent
guidelines must be enforced in any case.

Facilities constructed on man-made
islands which are comparable to oil and
gas platforms and located in areas
defined as coastal will be classified in
the coastal subcategory. However, such
classification will be made on a permit-
by-permit basis..
Agicultural and Wildlife Water Use

Subcategozy-Applicability and
Description
The Agency is changing the name of

subcategory E from the "Beneficial Use"
subcategory to the "Agricultural and
Wildlife Water Use" subcategory. This
change in name is prompted by the
confusion resulting from the initial

- labeling of the subcategory. The term
"beneficial use" has a long history of
use inWestern United States water law
which is unconnected with its meaning
in these regulations, and the Agency

* believes that confusion stemmin from
this prior usage can be avoided by
simply renaming the subcategory.

Additionally, the Agency is clarifying
the scope of this subcategory by
specifying that only facilities located
west of the 98th meridian may qualify
for inclusion. Subcategory E was
initially established in response to
comments from certain western states
asking that the Agency allow the use of
produced water for, agricultural or
wildlife purposes. Investigation showed
that in ard portions of the western'
United States low salintity produced
waters were often the only, or at least a
significant, source of water used for
those purposes. Although not required
by the Clean Water Act, the Agency-
chose to accommodate this situation by
the creation of Subpart E. It is intended"
as a relatively restrictive,
subcategorization based on the unique
factors of prior usage in the'region, ard
conditions and the existence of low.
salinity, portable water. Thus, all
sources subject to regulation under
§§ 301 and 304 of the Act which use

produced water for agricultural or
wildlife watering purposes at all times
during their operations may be included
in the subcategory.

The 98th meridian was chosen for use
in the definition of the subcategory
because it approximates the boundary
of relevant geographic and arid or semi-
arid climatic conditions which warrant
the creation of this subcategory.
Because of the unique combination of
factors, and in contrast to the situation
existing in the coastal subcategory, tho
Agency does not foresee the
goegraphical makeup of subcategory E
being subject to frequent changes, and,
therefore, believes that a geographical
limit is not only justified, but is also in

* harmony with the intent of the Act. -
Deck Drainage Limitations-Offshore

and Coastal Subcategories
Deck drainage from coastal and

offshore platforms generally consists of
a composite of substances which collect
on platform decks from a variety of
sources including production and
drilling equipment, deck washings and
rain. Although specific numerical
effluent limitations on the discharge of
oil and grease were established for this
parameter in the interim final
regulations, inadequacies in the original
data base require that those limitations
be withdrawn. An effluent limitation of
"no discharge of free oil" Is being
established for the discharge of deck
.draiage.

The interim final effluent limitations
were based on data collected from
facilities treating either produced water
or a combination of produced waterand
deck drainage. Since many platforms
treat deck drainage separately from
produced water, and since exploratory
rigs do not treat produced water at all,
these limitations did not necessarily
reflect the degree of reduction
achievable by these sources. However,
most sources in the coastal and offshore
subcategories have been subject to, and
have complied with, limitations
established pursuant to the oil dischargo
provisions of section 311 of the Clean
Water'Act and its implementing
regulations at 40 CFR Part 110. This
limitation prohibits any discharge which
would cause a film or sheen on the
surface of the water or cause a sludge or
emulsion to be deposited beneath the
surface of the water or on the adjoining
shore. The history achievement of this
restriction by sources in these
subcategories indicates that it is both
technologically and economically
achieVable. Consequently, the limitation
on deck drainage will be no "discharge
of free oil" which corresponds to the
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restriction under section 311. Of course,
facilities may still be subject to spill
prevention regulations at 40 CFR Part
112.

EPA has stipulated to inclusion of this
limitatio in litigation challenging the
interim final limitations in the offshore
segment of the industry.

However, Region II of EPA has
collected data from exploratory drilling
rigs which suggest that concentration
limitations on deck drainage are both
technologically and economically
achievable by sources in these
subcategories. This data is being
reviewed, and additional data may be
obtained. Upon completion of this
review, specific concentration limits
representing BPT may be promulgated.
Agricultural and Wldlfe Water Use

Subcategory-Effluent Limitations
Effluent limitations applicable'to this

subcategory are being revised. The State
of Wyoming and the EPA Region VIII
office have provided evidence that the
analytical procedures applied to some of
the samples used to calculate the oil and
grease limitation for this subcategory
wer not documented. As a result we
have noway of knowing whether the
EPA approved procedure was used.
Because of this, the points were
removed from the data base, and the
revised limitation of 35 mg/1 reflects
this change.
Stnpper Subcategorv

This regulation clarifies the definition
of the stripper subcategory to indicate
that it is the average production per
producing oil well on a field which is
relevant in classifying a source in this
subcategory. The interim final
regulations defined stripper wells, as in
part, as those wells "which produce less
than 10 barrels per calendar day." That
definition left some uncertainty as to
whether some wells on a particular
lease would be classed in the stripper
subcategory while others might be
placed in the onshore subcategory. This
definition has been revised to reflect thd
Agency's intention that it is the average
production per oil wells at a field which
serves as the basis for categorization. In
keeping with this intention, the
regulations specifically exclude water
injection and gas wells from those wells
used to compute the average production.
Although no specific effluent limitations
are being promulgated at this time for
the stripper subcategory, proper
classification of a source is still

-significant since it may exclude that
source from other subcategories and
authorize the permit writer to establish
applicable effluent limitations under
section 402(a)(1) of the Clean Water Act.

Monitoring Frequency
In the offshore and coastal

subcategories the monthly average
limitations on oil and grease from
produced water are specified under a
column headed "Average of daily values
for thirty consecutive days," and
concern has been expressed that the
appearance of these limitations implied
a minimum monitoring schedule. To
avoid this confusion the Agency is
deleting the word "daily" from the
column specifying monthly average
limitations.

The sampling frequencies reflected in.
the effluent limitations guidelines
established for the offshore and coastal
subcategories are not intended to
establish sampling frequencies for
purposes of compliance monitoring.
Compliance monitoring requirements
should be established in a case-by-case
basis in consideration of such factors as
facility accessibility, the volume and
nature of the discharge involved, and
the cost of monitoring. Since the effluent
limitations guidelines contained in these
regulations were established by
statistical analysis of data directly
related to sampling frequency, it is
essential that permit limitations other
than the daily maximum for oil and
grease of 72 mg/i, which is based upon
four samples in any twenty-four hour
period, be consistent with the sampling
frequency used.

To illustrate the effect of sampling
frequencies (other than weekly) on the
nonthly average limitation, the following
graph from the Development Document
is reproduced. (Attached as Appendix
C). Thus, if sampling is required only on
a monthly basis the monthly average
limitations would be the same as the
daily maximum (72 mg/i), if twice
monthly sampling is required the
monthly average limitation would be 57
mg/l, and if weekly sampling is required
the monthly average limitation would be
48 mg/1 as appears in the regulation.
Section IX of the Development
Document should be consulted for
further clarification of the graph and the
effect of monitoring frequency on
monthly average limitations. It should
be reemphasized that monitoring
frequency does not affect the daily
maximum limitation.

Appendix B-Summary of Public
Participation

Following promulgation of both
interim final regulations (Offshore
Segment and Onshore Segment) the
public was invited to comment on the
regulations and the data used in support
of the limitations contained in the
regulations.

The following parties responded with
comments: State of Colorado.
Department of Natural Resources; David
K McGowan; Gulf Oil Company; The
State of Louisiana; Gulf Energy and
Minerals Co.--U.S.; Phillips Petroleum
Company; Alaska Oil and Gas
Association; Offshore Operators
Committee; Atlantic Richfield Company
Marathon Oil Company, Getty Oil
Company; Shell Oil Company Texaco,
Inc.; Mid-Continent Oil and Gas
Association-Louisiana Division; Exxon
Company-U.S.A.; Colorado
Department of Health: Office of the
Governor, State of Texas; American
Petroleum Institute; Petroleum -
Association of Wyoming; Rocky
Mountain Oil and Gas Association;
Henry Walter, American Society of
Mechanical Engineers; Continental Oil
Company; Shell Oil Company; Texas
Md-Continqnf Oil and Gas Association;
Mobil Oil Corporation; Columbia Gas
System Service Company; Pennzoil
Company; Sun Oil Company; Union Oil
Company; U.S. Department of Health,
Education, and Welfare; Chevron Oil
Company; State of Alaska; Engineers
Council of Houston; U.S. Department of
the Interior, Erie County Department of
Health.

A copy of all public comments are
available for inspection and copying at
the EPA Public Information Reference
Unit, Room 2922 (EPA Library,
Waterside Mall, 401 M Street, S.W.,
Washington. D.C. A copy of the
Development Document, preliminary
draft contractors reports, the economic
impact study, and certain
supplementary materials supporting the
study of the industry are also
maintained at this location for public
review and copying. The EPA
information regulation. 40 CFR Part 2,
provides that a reasonable fee may be
charged for copying. -

The more significant issues raised
during the public comment periods and
the treatment of those issues in the
development of this final regulation are
as follows:

(1) Many commentors argued that the
guidelines should be modified to
authorize noncompliance with effluent
limitations during periods of "upset" or
"bypass". An upset is unintentional
noncompliance occurring for reasons
beyond the reasonable control of the
permittee. An upset provision is
necessary, it was argued, because such
upsets will inevitably occur due to
limitations in control technology. The
Agency agrees that some form of upset
provision should be provided in the
NPDES permits and has recently
proposed a generic upset provision for
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inclusion in all permits. 42 Fed. Reg.
37094 (August 21,1978).

A bypass is an act of intentional 1
noncompliance with permit limitations
when pollution control equipment is' -
circumvented to prevent loss of life, '
injury or severe property damage. It was
argued that a bypass provision should
also authorize noncompliance during
periods of corrective and preventive
maintenance. In many cases, however,
"shuttlng-in" of well may constitute both
a technologically and economically

- feasible alternative to noncompliance
during periods of such maintenance.
Where shutting-in of wells would ,
produce -a permanent and substantial
loss of natural resources, a bypass
would be warranted and proposed
regulations expand the definitions of
"severe property damage" to include -,
this situation. 43 Fed. Reg. 37093-94
(August 21, 1978). Industry has also
argued that shutting-in of wells does not
constitute a feasible.alternative to
bypassing in a far broader class of
cases. The Agency is currently
reviewing data which has been
submitted on this matter. I

However,, the Agency does not believe
that issues of upset or bypass are
appropriately addressed in national
effluent limitations. These are permit

- matters which should-be dealt with in
the context of permit issuance.
Consequently, upset and bypass
provisions were included in the
proposed regulations dealing with
NPDES permits, 43 Fed. Reg. 37078
(August 12,1978), These regulations will
be issued shortly in final form.

(2) Many commentors statedIthat the
coastal subcategory (Subcategory D)
should not be defined-geographically as
was done in the interim final regulation.
After considering the comments and,
arguments made during the comment
period, the Agency agrees and the
definition of the coastal subcategory. A
further discussion of this change can be
found In Appendix A, "Discussion of
Revisions." ,I - ,

(3) Most commentors argued that the
interim final limitations for deck
drainage in the offshore and coastal.-
subcategories should either be , ,
eliminated entirely or should lye
modified to require no numerical
limitations. The reasons given for

- suggesting such a change included the
difficulty of monitor'.m such discharges,
the assumption that they were -already

- controlled by regulations issued under -

section 311.of the Act, the assumption.
that such discharges are not harmful,
and the charge that EPA's analysis in -

support of the limitations did not meet
the requirements of sections 301-and304

of the Act. While EPA does not agree
with all of the arguments made in
support of the position that deck
drainage limitations should be
eliminated, inadequacies in the data
base supporting interim final limitations
require that they be withdrawn at this
time. A discussion of the changes and
the Agency's reasons for making them
are discussed in Appendix A,
"Discussion of Revisions."

(4) Several commentors believed.that
the definition of the old beneficia!.use
subcategory was too restrictive and was
contrary to the water rights laws of
many Western States. The Agency is
renaming and modifying the definition
of this subcategory and a discussion of
these proposed changes can be found in
Appendix A, "Discussion of Revisions."

(5) Many comments were received
which stated that the definition of a
"facility" which would be eligible for
inclusion in the stripper subcategory
(Subcategory.F) was not clear. The
definition has been clarified in a fashion
consistent with most of the comments. A'
discussion of the Agency's response to
this comment is contained in Appendix
A, "Discussion of Revisions."

Additionally, commentors suggested
that the definition of the stripper
subcategory be modified to include
marginal gas wells. However, no data
were presented which indicate that the
economic impact of exclusion of gas
'wells from this subcategory warrants
remedial action. All data indicate that
marginal gas wells are few in number
and that they produce limited amounts
of effluent. Treatment of this effluent is
neither technologically infeasible nor
ecohomically unreasonable. No basis
exists under the relevant criteria of the
Act for separate treatment of these
wells. Should additional data become
available relevant to classification of
these gas wells, the Agency will
reevaluate its position.
1 (6) Oil and grease limitations for
produced water in the offshore and
coastal subcategories are expressed as
two limitations-La daily maximum
concentration and a monthly average
limitation. Many commentors argued
that the monthly average limitation is
not necessary since it is based upon the
same statistical analysis as is the daily
maximum.

HoWever,°statistical analysis of data
for individual facilities shows that many
facilities are able to meet the daily
maximum limitations while operating-at
a higher long term average
concentration of oil and grease than that
achieved by best practicable control
technology currently available. The
addition of a longer term average than a

daily average decreases the chance that
a facility can operate above a long term
average achievable at BPT and still
consistently remain below the effluent
limitations. For this reason, the Agency
believes that, where practicabld, the
inclusion of a longer term average, such
as a monthly average, will insure bettor
compliance with the effluent discharges
which the Agency believes can be met
with best practicable control technology
currently available. If monitoring
frequencies are established in individual
permits which are different than the
weekly sampling assumed for the
monthly average limitation contained In
the offshore and coastal subcategories,
the monthly limitation would also have
to be adjusted to be consistent with the
sampling frequency specified In the
permit. In general, if sampling were
required more frequently than weekly
the monthly average limitation should
be lower, while if less frequent sampling
were required than weekly sampling, the
monthly average limitation would have
to be higher. A fuller discussion of this
point Is contained in Appendix A,
"Discussion of Revisions."

Additionally, many commentors were
concerned that the heading of the
column specifying the monthly average
limitation implied on minimum
monitoring schedule. This has been
dealt with by deleting the word "daily"
from that heading. This change Is
discussed in Appendix A, "Discussion of
Revisions."

II - I |
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APPENIX C

99th Peroentile of Mthly Average Qil and Grease

Qxnentration vs.

rxyey Of S.1 ing Each Mmth

3

(10)

N' iber of Samo Per ?

40 CFR Part 435 is revised to read as
follows:

PART 435-OIL AND GAS
EXTRACTION POINT SOURCE
CATEGORY

Subpat A-Offshore Subcategory

.Sec
435.10 Applicability;, description of the

offshore subcategory.
435.11 Specialized definitions.
435.12 Effluent limitations guidelines

representing the degree of effluent
reduction attainable by the application of
the best practicable control technology
currently available.

Subpart B-[Reserved]
435.20-435.26 [Reserved].

Subpart C-Onshore Subcategory
435.30 Applicability;, description of the

onshore subcategory.
435.31 Specialized definitions.
43b.32 Effluent limitations guidelines

representing the degree of effluent
reduction attainable by the application of
the best praticable control technology
currently available.

4

(8) (7)

bath may Beb i suaes

Subpart D-Coastal Subcategory
435.40 Applicability; description of the

coastal subcategory.
435.41 Specialized defiitions.
435.42 Effluent limitations guidelines

representing the degree of effluent
reduction attainable by the application of
the best practicable control technology
currently available.

Subpart E-Agricultural and Wildlife Water
Use Subcategory
435.50 Applicability; description of the

beneficial use subcategory.
435.51 Specialized definitions.
435.52 Effluent limitations guidelines

representing the degree of effluent
reduction attainable by the application of
the best practicable control technology
currently ayallable.

Subpart F-Stripper Subcategory
435.60 Applicability; description of the

stripper subcategory.
435.61 Specialized definitions.
435.62 [Reserved].

Authority: Secs. 301, 304(b) and (c), Clean
Water Act of 1977,33 U.S.C. 1251 eL seq.; PL
95-21.

* actual

oarzie

0

0D
0

Subpart A-Offshore Subcategory

§ 435.10 Applicability; description of the
offshore subcategory.

The provisions of this subpart are
applicable to those facilities engaged in
the production, field exploration.
drilling, well production. and well
treatment in the oil and gas extraction
industry which are located seaward of
the inner boundary of the territorial seas
as definedin 40 CFR § 125.1(gg).

§ 435.11 Speclallzed definltons.
For the purpose of this subpart-
(a) Except as provided below, the

general definitions, abbreviations and
methods of analysis set forth in 40 CFR
401 shall apply to this subpart

(b) The term "M10" shall mean those
offshore facilities continuously manned
by ten (10) or more persons.

(c) The term "M9IM" shall mean those
offshore facilities continuously manned
by nine (9) or fewer persons or only
intermittently manned by any number of
persons.
(d) The term "no discharge of free oil"

shall mean that a discharge does not
cause a film or sheen upon or a
discoloration on the surface of the water
or adjoining shorelines or cause a sludge
or emulsion to be deposited beneath the
surface of the water or upon adjoining
shorelines.

§ 435.12 Effluent limitations guldefines
representing the degree of effluent
reduction attainable by the application of
the best practicable control technology
currently available.

(a) In establishing the limitations set
forth in this section, EPA took into
account all information it was able to
collect, develop and solicit with respect
to factors (such as age and size of
facility, raw materials, manufacturing
processes, products produced, treatment
technology available, energy
requirements and costs) which can
affect the industry subcategorization
and effluent levels established. It is,
however, possible that data which
would affect these limitations have not
been available and, as a result, these
limitations should be adjusted for
certain facilities in this industry. An
individual discharger or other interested
person may submit evidence to the
Regional Administrator (or to the State,
if the State has the authority to issue
NPDES permits) that factors relating to
the equipment or facilities involved, the
process applied, or other such factors
related to such discharger are
fundamentally different from the factors
considered in the establishment of the
guidelines. On the basis of such
evidence or other available information,
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the Regional Administrator (or the
State] will make a'written finding that
such factors are or are not -
fundamentally different for that facility
compared to those specified in the
Development Document. If such
fundamentally different factors are
found to exist, the Regional
Administrator or the State shall
establish for the discharger effluent"
limitations in the NPDES permit either
more or Idss stringent than the
limitations established herein, to the
extent dictated by such fundamentally
different factors. Such limitations must
be approved by the Administrator of the
Environmental Protectional Ageficy. The
Administrator may approve or
disapprove such limitations, specify
other limitations, or initiate proceedings,
to revise these regulations.

(b) The following limitations establish
the quantity or quality of pollutants or
pollutant properties, controlled by this
section, which may be discharged by a
point source subject to the provisions of
this subpart after application of the best
practicable control technology currently
available:
Effluent limitations-In milligrams per liter--
Oil and grease

Average of Residual
Polutant parameter Madnum values for 30 chlorne

waste source for any consecutive minimum
1day dayshalnot foranyl

exceed day

Produced water - 72 48 NA
Dock drakiago-. ( ( NA
Daulmn mu~ds......... (a (0 NA

DrM uttip - a W NA
Well treatment M5 to NA

-SartaT:
M10._ NA NA 21
MgNM MA NA NA

Domostic NA NA NA

'No discharge of free oil
MWmu= of img/t and maintained as close to this

concentration as possible.
'There shal be no floating solids as a result of the

discharge of these wastes.

Subpart B-[Reserved]

§ 435.20-435.26 [Reserved]

Subpart C-Onshore Subcategory

§ 435.30 Applicabillity descrlptfon of the
onshore subcategory.

The provisions of this subpart are
applicable to those facilities engaged in
the production, field exploration,
drilling, well completion and well
treatment in the oil and gas extraction
industry which are located landward of
the inner boundary of the territorial seas
as defined in 40 CFR § 125.1(gg) and
which are not included within subparts
D, E, or F.

§ 435.31 Specialized definitions.

For the purpose of this subpart: (a)
The general definitions, abbreviations,
andmethods of analysis set forth in 40
CFR 401 shall apply to this subpart.

§ 435.32 Effluent limitations guidelines
representing the degree of effluent
reduction attainable by the application of
the best practicable control technology
currently available.

In establishing the limitations set forth
in this section, EPA took into account all
information it was able to collect,
develop and solicit with respect to
factors (such as age and.size of facility,
raw materials, production processes,
product produced, treatment technology
available, energy requirements and
costs) which can affect the industry
subcategorization and effluent levels
established. It is,'however, possible that
data which would affect these
limitations have not been available and,
as a result, these limitations should be
adjusted for certain plants in this
industry. An individual discharger or
other interested person may submit
evidence to the Regional Administrator
(or to the State, if the State has the
authority to issue NPDES permits) that
factors relating to the equipment or
facilities involved, the process applied,
or other such factors related to such
discharger are fundamentally different
from the factors considered in the
establishment of the guidelines. On the
basis of such evidence or other
available information, the Regional
Administrator (or the State) will make a
written finding that such factors are or-
are not fundamentally different for that
facility compared to those specified in
the Development Document. If such
fundamentally different factors are
found to exist, the Regional
Administrator or the State shall
establish for the discharger effluent
limitations in the NPDES permit either
more or less stringent than the.
limitations established herein, to the
extent dictated by such fundamentally
different factors. Such limitations must
be approved by the Administrator of the
Environmental Protection Agency. The
Administrator may approve or
disapprove such limitations, specify
other limitations, or initiate proceedings
to revise these regulations.

fa) The following.limitations establish.
the quantity or quality of pollutants or
pollutant propertied, controlled by this
section, which may be discharged by a
point source subject to the provisions of
this subpart after application of the best
"practicable control technology currently
available: there shall be no discharge of
waste water pollutants into navigable

waters from any source associated with
production, field exploration, drilling,
well completion, or well treatment (ie.,
produced water, drilling muds, drill
cuttings, and produced sand),

Subpart D-Coastal Subcategory

§ 435.40 Applicability, description of the
coastal subcategory.

The provisions of this subpart are
applicable to facilities engaged In the
production, field exploration, drilling,
well completion and well treatment In
areas defined as coastal. These facilities,
are in the oil and gas extraction
industry.

§ 435.41 Specialized definitions.
For the purpose of this subpart: (a)

Except as provided below, the general
definitions, abbreviations, and methods
of analysis set forth in 40 CFR 401 shall
apply to this subpart.

(bM The term "M10" shall mean those
coastal facilities continuously manned
by ten (10) or more persons.

(c) The term "MgIM" shall mean those
coastal facilities continuously manned
by nine (9) or fewer persons or
intermittently manned by any number of
persons.

(d) The term "no discharge of free oil"
shall mean that a discharge does not
cause a film or sheen upon or a
discoloration on the surface of the water
or adjoining shorelines or cause a sludge
or emulsion to be deposited beneath the
surface of the water or upon adjoining
shorelines.

(e) The term "coastal" shall mean: (1)
any body of water landward of the
territorial seas as defined in 40 CFR
§ 125.1(gg), or (2) any wetlands adjacent
to such waters.

(f) The term "wetlands" shall mean
those surface areas which are Inundated
or saturated by surface or ground water
at a frequency and duration sufficient to
support, and that under normal
circumstances do support, a prevalence
of vegetation typically adapted for life
in saturated soil conditions. Wetlands
generally include swamps, marshes,
bogs, and similar areas.

§ 435.42 Effluent limitations guidelines
representing the degree of effluent
reduction attainable by the application of
the best practicable control technology
currently available.

In establishing the limitations set forth
in this section, EPA took into account all
information it was able to collect,
develop and solicit with respect to
factors (such as age and size of facility,'
raw materials, production processes,
product produced, treatment tichnology
availajole, energy requirements and

I I
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costs) which can affect the industry
subcategorization and effluent levels
established. It is, however, possible that
data which would affect these
limitations have not been available and,
as a result, these limitations should be
adjusted for certain plants in this
industry. An individual discharger or
other interested person may submit
evidence to the Regional Administrator '

(or to the State, if the State has the
authority to issue NPDES permits) that
factors relating to.the equipmentor
facilities involved, the process applied,
or other such factors related to such
discharger are fundamentally different
from the factors considered in the
establishment of the guidelines. On the
basis of such evidence or other
available information, the Regional
Administrator (or the State) will make a
written finding that such factors are or
are not fundamentally different for that
facility compared to those specified in
the Development Document. If such
fundamentally different factors are
found to exist, the Regional
Administrator or the State shall
establish for the discharger effluent
limitations in the NPDES permit either
more or less stringent than the
limitations established herein, to the
extent dictated by such fundamentally
different factors. Such limitations must
be approved by the Administrator of the
Environmental Protection Agency. The
Administrator may approve or
disapprove such limitations, specify
other limitations, or initiate proceedings
to revise these regulations.

(a) The following limitations establish
the quantity or quality of pollutants or
pollutant properties, controlled by this
section, which may be discharged by a
point source subject to the provisions of"
this subpart after application of the best
practicable control technology currently
available:
Effluent limitations-In milligrams per liter-
Oil and grease

Average of Residua
Polutant parameter Masromi values for 30 chlodne

waste source for any consecutive rrk*in
1day- days sad not for any

exceed Iday

Produced water- 72 48 NA
Deck drainage.-.. _ (. . 0 NA
riinguds 0 0 NA

Dril atti_ 5 ( NA
We treatment- (' NA

M10 NA NA 21

MIM.- NA NA NA
Domestic 3 . NA NA NA

'No dischare of free oil.
' 'Minimum of I rngS/ and maintalnedas close to this

concentration as possible.
3There shall be no floating solids as a result of the

discharge of these wastes.

Subpart E-Agrcultural and Wildlife
Water Use.

§ 435.50 Applicability- description of the
beneficial use subcategory.

The provisions of this subpart are
applicable to those onshore facilities
located in the continental United States
and west of the 98th meridian for which
the produced water has a use in
agriculture or wildlife propagation when
discharged into navigable waters. These
facilities are engaged in the production.
drilling, well completion, and well
treatment in the oil and gas extraction
industry.

§ 435.51 Specialtzed definitions.
For the purpose of this subpart:
(a) Except as provided below, the

general definitions, abbreviations, and
methods of analysis set forth in 40 CFR
401 shall apply to this subpart.

(b) The term "onshore" shall mean all
land areas landward of the territorial
seas as defined in 40 CFR 125.1(99).

(c) The term "use in agricultural or
wildlife propagation" means that the
produced water is of good enough
quality to be used for wildlife or
livestock watering or other agricultural
uses and that the produced water is
abtually put to such use during periods
of discharge. -

§ 435.52 Effluent limitations guidelines
representing the degree of effluent
reduction attainable by the application of
the best practicable control technology
currently available.

In establishing the limitations set forth
in this section, EPA took into account all
information it was able to collect,
develop and solicit with respect to
factors (such as age and size of facility,
raw materials, production processes,
product produced, treatment technology
available, energy requirements and
costs) which can affect the industry
subcategorization and effluent levels
-established. It is however, possible that
data which would affect theselimitations have not been available and,
as a result, these limitations should be
adjusted for certain plants in this
industry. An individual discharger or
other interested person may submit
evidence to the Regional Administrator
(or to the State, if the State has the
authority to issue NPDES permits) that
factors relating to the equipment or
facilities involved, the process applied,
or other such factors related to such
discharger are fundamentally different
from the factors considered in the
establishment of the guidelines. On the
basis of such evidence or other
available information, the Regional
Administrator (or the State) will makb a

written finding that such factors are or
are not fundamentally different for that
facility compared to those specified in
the Development Document. If such
fundamentally different factors are
found to exist the Regional
Administrator or the State shall
establish for the discharger effluent
limitations in the NPDES permit either
more or less stringent than the
limitations established herein, to the
extent dictated by such fundamentally
different factors. Such limitations must
be approved by the Administrator of the
Environmental Protection Agency. The
Administrator may approve or
disapprove such limitations, specify
other limitations, or initiate proceedings
to revise these regulations.

(a) The following limitations establish
the quantity or quality of pollutants or
pollutant properties, controlled by this
section. which may be discharged by a
point source subject to the provisions of
this subpart after application of the best
practicable control technology currently
available:

(1) There shall be no discharge of
waste pollutants into navigable waters
from any source (other than produced
water) associated with production, field
exploration, drilling, well completion, or
well treatment (i.e. drilling muds, drill
cuttings, and produced sands).

(2) Produced water discharges shall
not exceed the following daily maximum
limitation:

Effluent characteristics: Effluent limitation
(mg/).

Oil and Grease: 35.

Subpart F-Stripper Subcategory

§ 435.60 AppllcablIy; description of the
stripper subcategory.

The provisions of this subpart are
applicable to those onshore facilities
which produce 10 barrels per well per
calendar day or less of crude oil and
which are operating at the maximum
feasible rate of production and in
accordance with recognized
conservation practices. These facilities
are engaged in production, and well
treatment in the oil and gas extraction
industry.

§ 435.61 Specialized definitions.

For the purpose of this subpart-
(a) Except as provided below, the

general definitions, abbreviations, and
methods of analysis set forth in 40 CFR
401 shall apply to this subpart.

b} The term "onshore" shall mean all
land areas landward of the inner
boundary of the territorial seas as
defined in 4O CFR 125.1(gg].
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(c) The term "well" shall means crude
oil producing wells and shall not include
gas wells or wells injecting water for

. disposal or for enchanced recovery of
oil or gas.

(d) The term "gas well" shall mean
any well which produces natural gas in
a ratio to the petroleum liquids produced
greater than 15,000 cubic feet of gas per
1 barrel (42 gallons) of petroleum
liquids.

§ 435.62 [Reserved]

[F-L 108941
[FR Doc. 79-11101 Filed 4-12-9; &45 am]
BILLING CODE 6560-01-M

DEPARTMENT OF LABOR

41 CFR Part 50-201

Manufacturer or Regular Dealer;,
Disqualified'Small Business Concern
Protests

AGENCY: Department of Labor.
ACTION: Final rule.

SUMMARY: The Small Business
Administration Act, as amended,
provides that the Small Business
Administration shall review th
Government procurement officer's
finding in all cases where the
procurement officer finds that a small
business concern is ineligible to receive
a contract subject to the Walsh-Healey
Public Contracts Act because it does not
qualify as a manfacturer or regulaI
dealer, The Department of Labor
regulations may be interpreted td mean
that the Small Business Administration
will review such adverse findings by a
procurement officer only when the
disqualified small business concern
protests. The regulations are revised to
clarify that the Small Business
Administration will review all such,
findings involving a small business
concern, whether or not the small
business concern protests.
EFFECTIVE DATE: This regulation is
effective on April. 13, 1979.
FOR FURTHER INFORMATION CONTACT.
Alvin Bramow, Deputy Associate
Solicitor, Division of General Legal
Services, Office of the Solicitor, Room
N2464, New Department of Labor
Building, 200 Constitution Avenue, NW.,
Washington, D.C. 20210, phone 202-523-
8293. .

SUPPLEMENTARY INFORMATION: Section
501 of Title V, Pub. L. 95-89, approved
August 4, 1977, provides in part that if a
Government procurement officer finds
that an otherwise qualified small
business concern may be ineligible

because that concern is not a
manufacturer or regular dealer within
the provisions of 41 U.S.C. 35a, the
procurement officer shall notify the,
Small Business Administration in
writing of such finding. The Small
Business Administration shall then
review and act upon the finding.

The Department of Labor regulations
in 41 CFR 50-201.101(b)(6)(i](CJl2)
provide that in the case of a small
business concern the protest and all
pertinent evidence will be forwarded to
the Small Business Administration. This
document amends the regulation to "
make clear that all findings of
ineligibility based in 41 CFR Part 35(a)
shall be forwarded to the Small Business
Administration for review, whether or
not the small business concern has
protested.

As this clarifying amendment of our
regulation is made to correctly reflect a
statutory provision, neither notice of
proposed rulemaking nor delay in the
effective date is necessary. No
Regulatory Analysis is required.

This document was prepared under
the direction and control of Alvin
Bramow, Deputy Associate Solicitor,
Division of General Legal Services,
Office of the Solicitor, Room N2464,
New Department of Labor Building, 200
Constitution Ave., NW., Washington,
D.C. 20210, phone 202-523-8293.

Accordingly § 50-201101(b)(8)(i)(C(2)
of Part 50-201 is amended to read as
follows:

§ 50-201.101 Manufacturer or regular
dealer.

)* * * *
(b)* * *

(C) *

(2) In the case of a small business
concern, all findings of ineligibility and
all pertinent evidence will be forwarded
tolthe Administrator of the Small
Business Administration, whether or not
the small business concern protests the
determination, and the bidder or offeror
shall be so notified.* * *

Signed at Washington, D.C., on this 9th day
of April 1979.
Xavier M. Vela,
Administrator, Wage and Hour Division.

[FR Doc. 79-11615 Filed 4-12-79; &45 am]

BILLING CQDE 4510-27-M

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 0

Delegations of Authority to the Chief,
Common Carrier Bureau and to the
Telecommunlcations Committee;
Correction

AGENCY: Federal Communications
Commission.
ACTION: Correction (Errata)

SUMMARY: This rule makes a technical
correction to FR Doc. 79-9337, which
was published on March 28,1979. The
final order was a delegation of authority
to the Chief, Common Carrier Bureau
and to the Telecommunications
Committee.
EFFECTIVE DATE: April 2,1979.

ADDRESS: Federal Communications
Commission, Washington, D.C. 20554.
FOR FURTHER INFORMATION CONTACT.
Larry A. Blosser, Common Carrier
Bureau, (202) 632-4890.

In the matter of amendment of Part 0
of the Commission's rules with respect
to delegatidns of authority to the Chief,
Common Carrier Bureau and to the
Telecommunications Committee. Errata
Released; March 30,1979.

The Order in the above-captioned
matter (FCC 79-174, released March 22,
1979, and published in the Federal
Register on March 28,1979,44 FR 18500)#
is corrected by deleting "510" from,
subpardgraph (g) in § 0.291 of the
Appendix and inserting in lieu thereof
"503(b)."
Federal Communicatlons Commisson.

William J. Trcarlco,
Secretary. "
[FR Doc 79-11440 Filed 4-12-. 8:45 am)
BILLING CODE 6712-014"

47 CFR Part 73

FM Broadcast Stations In Anadarko,
Okla. and Memphis, Tex.; Changes
Made In Table of Assignments

AGENCY: Federal Communications
Commission.
ACTION: Report and Order.

SUMMARY: Action taken herein assigns a
Class C M chan-iel to Anadarko,
Oklahoma, and substitutes one Class C
for another at Memphis, Texas, in
response to a petition filed by Anadarko
Broadcasting Company. The proposed
station could render significant first and
second FM service to rural areas of
Caddo County ifi addition to providing
Anadarko with its first full-time aural
broadcast service.

. I
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EFFECTIVE DATE: May 21,1979.

ADDRESS: Federal Communications
Commission, Washington, D.C. 20554.
FOR FURTHER INFORMATION CONTACT:
Mildred B. Nesterak, Broadcast Bureau,
202-632-7792.

SUPPLEMENTARY INFORMATION:
In the matter of amendment of

§ 73.202(b), Table of Assignments, FM
Broadcast Stations. (Anadarko,
Oklahoma, and Memphis, Texas.)
Report and Order (Proceeding
Terminated).
Adopted: April 5,1979.

Released. April 6, 1979.
By the Chief, Broadcast Bureau:
1. The Commission herein considers

the Notice of ProposedRule Making,
adopted October 6,1978,43 Fed. Reg.
47986, in the above-entitled proceeding,
instituted in response to a petition filed
by Anadarko Broadcasting Company
("petitioner"), licensee of daytime-only
AM Station KRPT, Anadarko,
-Oklahoma. The petition proposed the
assignment of Class C FM Channel 279
to Anadarko and the substitution of
Channel 287 for Channel 279 in
Memphis, Texas. Petitioner was the only
commenting party.

2. Anadarko (pop. 6,682)1, seat of
Caddo County (pop. 28,931), is located
approximately 100 kilometers (62 miles)
southwest of Oklahoma City. Anadarko
receives local service from daytime-only
AM Station KRPT, licensed to petitioner.
Memphis (pop. 3,227), seat of Hall
County (pop. 6,015), is located in the
Texas panhandle, approximately 130
kilometers (80 miles) southeast of
Amarillo, Texas. Memphis receives local
service from daytime-onlyAM Station
KBGH.

3. The Notice sets forth the
information pertaining to the need for a
first FM assignment to Anadarko.
Petitioner asserts that a Class C FM
station could be used to provide
additional farm programming, but could
also bring a signal to the farming
communities that cannot receive the
local AM station's directional signal.
Petitioner reaffirms its intention to apply
for Channel 279 at Anadarko, if
assigned.

4. The assignment of Channel 279 at
Anadarko atd the substitution of
Channel'287 for Channel 279 at
Memphis, Texas, could be accomplished
in conformity with the minimum
distance separation requifements
provided the transmitter site is located
approximately 17.9 kilometers (11.1
miles) west-southwest of Anadarko.

'Population figures are taken from the 1970 U.S.
Census.

Channel 279 in Memphis is unoccupied
and unapplied for.

5. Assignment of Channel 279 to
Anadarko would cause preclusion on
Channels 276A, 278, 279 and 280A.
Seventeen communities which are
located in the preclusion area do not
have any FM channel assignments.
However, in supporting comments,
pdtitioner advised us that alternate
channels are available for assignment to
those communities. Therefore,
preclusion is not an impediment to
making the proposed changes.

6. Petitioner states that from a site
approximately 17.9 kilometers (11.1
miles] west-southwest of Anadarko, an
FM station operating with 100 kilowatts
power and approximately 69.7 meters
(230 feet] antenna height would provide
a first FM service to 6,690 persons in a
57 square kilometer (22 square miles)
area and a second FM service to 4,547
persons in a 196 square kilometers (75
square miles) area. It appears that no
first or second nighttime aural service
would be provided.

7. We have given careful
consideration to the proposal and
believe that Channel 279 should be
assigned to Anadarko, Oklahoma, and
Channel 287 substituted for Channel 279
at Memphis, Texas. Ordinarily, a Class
A channel would be assigned to a
community the size of Anadarko.
However, the proposed assignment
could provide for an FM station which
could render significant first and second
FM service to rural areas of the county
in addition to-providing Anadarko with
its first full-time local aural broadcast
service. In light of this, and since
alternate channels are available for
assignment to the communities in the
precluded areas, and a substitute Class
C channel is available for Memphis,
Texas, we believe the public interest
would be served by making the

-proposed assignments.
8. Accordingly, pursuant to authority

found in Sections 4(i), 5(d)(1), 303(g) and
(r) and 307(b) of the Communications
Act of 1934, as amended, and Section
0.281 of the commission's Rules, it is
ordered, That effective May 21, 1979, the
FM Table of Assignments (Secoon
73.202(b) of the Commission's Rules) is
amended with respect to the
communities listed below:

City and Channel No.

Anadarko, Oklahoma-279'

Memphis, Texas-287

'Any application for ails channel must specify
facilities of 100 kW ERP and an antenna height of
230 feet for their equivalent).

9. For further information on this
proceeding, contact Mildred B. Nesterak,
Broadcast Bureau, (202) 632-7792.

10. It is further ordered, That this
proceeding is terminated.
(Secs. 4, 5. 303.48 Stat, as amended. 1066.
1068. 1062 47 U.S.C. 154.155.303]

Chlef Broodcfw=Brar

(BC Dodet 1No. 78-3f tR.NS-=05
(i Dec. 79--114 Flied 4-12-79:4San
BILU8W COoE 6712-01-M

FEDERAL COMMUNICATIONS

COMMISSION

47 CFR Part 90

Changing the Method for Assigning
Frequencies for Trunked Systems In
the 800-866 MHz Bands

AGENCY: Federal Communications
Commission.
ACTION: Order.

SUMMARY. This order allows the Chief of
the Private Radio Bureau to waive the
rules and to grant applications for
trunked systems in the 800-866 MHz
bands in accordance with the proposed
frequency assignments. This action is
taken pending consideration of the
proposals in this proceeding and is
subject to the outcome of the rulemaking
proceeding.
DATES: Non-applicable.
ADDRESS: Federal Communications
Commission, 1919 M Street, NW.,
Washington, D.C. 20554.
FOR FURTHER INFORMATION CONTACT.
George Petrutsas, Private Radio Bureau,
(202) 632-897.

Order. In the matter of amendment of
§ 90.365 (formerly 89.751) of the
Commission's rules to change the
method for assigning frequencies for
trunked systems in the 806-866 MHz
bands, SS Docket No. 78-394,44 FR
3736, January 18, 1979.
Adopted: March 21,1979.
Released: April 2,1979.

1. When we adopted the Notice of
Proposed Rule Making in this
proceeding, we authorized the staff to
waive the present rules and to grant the
then pending applications in accordance
with the proposed frequency assignment
methodology and subject to the outcome
of the rulemaking proceeding. Since
then, a number of other applicants have
requested grants of their applications
under the same conditions.

2. We have considered the matter and
we have decided, in the interest of

4
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fairness to all applicants and to
facilitate development of trunked
-systems at an early date, to authorize
the Chief of the Private Radio Bureau;
pending our consideration of the
proposals in this proceeding, to waive
the rules and to grant additional .-,
applications for trunked systems in the
80G-866 MHz bands in accordance with
the frequency assignment methodology
proposed in this proceeding and subject
to its outcome. It should be emphasized
that any grants would be conditional.
and that, if we decide not to adopt the
proposals in this proceeding or if we
adopt them in a different form,,the
grants would be modified to conform to
the rules as they are finally adopted.
The condition to be imposed will be as
follows:

This giant is subject to the outcome of the
rulemaking proceeding in SS Docket No. 70-
394 and may be modified to conform to the
rules that may be adopted in that proceeding.

3. Regarding questions on matters
covered by this document contact
George Petrutsas, (202) 632-6497.
- 4. Authority for this action is found in
Sections 5(d), 4i), and 303 of the
Communications Act of 1934, as
amended.
Federal Conmuulcatlons Commisslon.

Willam J. Trtcarico.
Secretoy.
[SS Docket No. 78-394 FCC 79-180]
(FR Doe. 79-11482 Filed 4-12-79; 8:45 am]

SILUNG CODE 6712-01-M
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This sectioh of the FEDERAL REGISTER
contains notices to the public of the
proposed issuance of rules and regulations.
The purpose of these notices is to give
interested persons an opportunity to
participate in the rule making prior to the -
adoption of the final rules.

DEPARTMENT OF AGRICULTURE

Commodity Credit Corporation

[7 CFR Part 1446]

Proposed Amendment to the 1979-
Crop Peanut Loan and Purchase
Program

AGENCY: Commodity Credit Corporation,
U.S. Department of Agriculture.
ACTION: Proposed Rule.

SUMMARY: Commodity, Credit
Corporation (CCC), has-previously
announced the national level of price
support for 1979-crop quota and
additional peanuts. CCC now-proposes
to make determinations and issue
regulations for 1979-crop peanuts
adjusting loan and purchase rates for
quota and additional peanuts for
differences in type, quality, location and
other factors. This notice invites
comments on these proposed
dterminations. "

DATES: Written comments mustbe
received on or before May 14, 1979 in
order to be sure of consideration.
ADDRESS, Send comments ot Acting
Director, Price Support and Loan
Division, ASCS, U.S. Department of
Agriculture, Room 3741-South Building,
P.O. Box 2415, Washington, D.C. 20013.
FOR FURTHER INFORMATION CONTACT:
Thomas A. VonGarlem, ASCS, (202)
447-7954.

SUPPLEMENTARY INFORMATION: The
1979-Crop Peanut Loan and Puichase
Program is authorized by the
Agricultural Act of 1949, as amended
(hereinafter referred to as the "Act"),
and the Commodity Credit Corporation
Charter Act, as amended. The program
is intended to stabilize market prices
and to protect producers, handlers,
processors and consumers. The 1979-
Crop PeanutLoan and Purchase
Program, published in the Federal
Register on February 27,1979 (44 FR
11056), established the national average
support values for the 1979 crop at $420

per ton for quota peanuts and $300 per
ton for additional peanuts. Section 403
of the Act provides that appropriate
adjustments may be made in type,
quality, location and other factors. The
average of any such adjustments shall,
so far as practicable, be equal to the
level of support for peanuts for the
applicable crop year.

Executive Order 12044 (43 FR 12661,
March 24,1978) requires at least a 60-
day public comment period on any
proposed significant regulations except
where the agency determines that this is
not possible or in the best interest of the
producers. In order to facilitate
marketing, it is essential that this
amendment be made effective as soon
as possible. All contracts for the
marketing of additional peanuts must be
completed and submitted to the county
office for approval prior to June 15. It
was not possible to make this proposal
earlier because the required data on
1978-crop peanuts was not available.
Accordingly, I have determined that
compliance with the notice of proposed
rulemaking and public procedure of 5
U.S.C. 553 and the requirements of
Executive Order 12044 are impossible
and contrary to the public interest.
Accordingly, this notice is being issued
without compliance with such
procedures and requirements. Therefore,
comments must be received by May 14,
1979, in order to be sure of
consideration.

Proposed Rule
Accordingly, CCC proposes to make

determinations and issue regulations for
1979-crop peanuts adjusting loan and
purchase rates for quota and additional
peanuts for differences in type, quality,
location and other factors. It is proposed
lo amend 7 CFR Part 1446 by adding
§§ 1446.37 through 1446.39 with regard
to the calculation of average support
values for quota and additional peanuts.

The proposed method of determining
the 1979-crop differentials is basically
the same as for the 1978 crop. Using this
method, the sound mature kernel (SMK)
value of Virginia type peanuts would be
2 percent above and Spanish one-half
percent above the SMK value of runner
type peanuts. The adjustments for
quality, location and other factors will
remain the same as for the 1978 crop.

Before making final determinations,
consideration will be given to any
relevant data, views, recommendations,

or alternative proposals which are
submitted in writing to the Acting
Director of the Price Support and Loan
Division, ASCS-USDA. All written
submissions made pursuant to this
notice will be made available for
inspection from 8.15 a.m. to 4:45 p.m..
Monday through Friday, in Room 3741-
South Building.

Note-This regulation has been
determined not significant under the USDA
criteria implementing Executive Order 12044
and contains necessary operating decisions
needed to implement the national average
peanut price support rates announced on
February 15,1979. An approved Impact
Analysis Statement is available from Thomas
A. VonGarlem. (ASCS) 202-447-79,54.

Signed at Washington. D.C., on April 9,
1979.

Euegre Vice Pruket co==&ty axed poruMt
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BILLUI CODE 3410O-5.41

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

[15 CFR Part 934]

Flower Garden Banks Marine
Sanctuary

AGENCY: National Oceanic and
Atmospheric Administration (NOAA),
Department of Commerce.
ACTON: Proposed rule.

SUMMARY: These regulations define
permissible activities within the Flower
Garden Banks Marine Sancturary, the
procedures by which persons may
obtain permits for prohibited activities,
and the penalties for committing
prohibited acts without a permit.
DATE: Comments due on or before June
12.1979.
ADDRESS: Send Comments to: Director,
Sanctuary Programs Office, Office of
Coastal Zone Management, NOAA, 3300
Whitehaven Street, N.W., Washington,
D.C. 20235.
PERSON TO CONTACT FOR FURTHER
INFORMATION: JoAnn Chandler, Acting
Director, Sanctuary Programs Office,
Office of Coastal Zone Management
NOAA. 3300 Whitehaven St. N.W.,
Washington, D.C. 20235.202-634-4236.
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SUPPLEMENTARY INFORMATION: Title I1
of the Marine Protection, Research, and
Sanctuaries Act of 1972, 16 U.S.C. 1431-
1434 (the Act) authorizes the Secretary
of Commerce, with Presidential
approval, to designate ocean waters as
far seaward as the outer edge of the
Continental Shelf as marine sanctuaries
to preserve or restore distinctive
conservation, recreational, ecological, or
aesthetic values. Section 302(f) of the
Act directs the Secretary to issue
necessary and reasonable regulations to
control any activities permitted within a
designated marine sanctuary. The
authority of the Secretary to administer
the provisions of the Act has been .
delegated to the Assistant Administrator
for Coastal Zone Management within

_ the.National Oceanic and Atmospheric
Administration, U.S. Department of'
Commerce (the Assistant
Administrator).

The Office of Coastal Zone
Management is proposing to designate
as a marine sanctuary an area of the
Gulf of Mexico known as the East and,
West Flower Garden Banks located
approximately 110 nautical miles (in)
southeast of Galveston,Texas and 120
nm south of Cameron, Louisiana. The
proposed sanctuary would include the
waters overlaying the banks and
extending to within 4 nm of the 100 m
(328 ft.) isobaths of each bank, a total
area of approximately 173.25 square
nautical miles.

The Banks are biolbgically unique and
important. They contain the
northernmost living coral reefs on the
U.S. Continental Shelf, the only truly
tropical coral reefs in the northwestern
Gulf of Mexico. The live banks contain
some 18 coral species; the ecosystem
supports more than 100 species of
Caribbean reef fish and more than 200
species of invertebrates.

Since the nomination of the Banks as
a Sanctuary, over a year ago, NOAA has
been studying the Banks and the
proposal to determine the desirability
and feasibility of designation. After
gathering and analyzing information and
consulting with other Federal agencies,
the Gulf Regional Fishery Management
Council, State and local governments
and interest groups, a White Paper was
prepared and issued in June 1978 . -
outlining a tentative proposal for public
review. Based on the responses to this
White Paper, NOAA prepared a draft
environmental impact statement (DEIS)
which is being published concurrently
with these regulations. (A copy can be
obtained by writing to the contact
identified above.)

The rationale for designation and for
-the proposed regulatory system as well

as alternative approaches, both
regulatory and non-regulatory are more
fully set forth in the DEIS. OCZM will
receive public comments on the
proposal, hold public hearings in
Galveston, Texas, and Lake Charles,
Louisiana and prepare a final EIS and
regulations which incorporate and
respond to the comments received. Only
after final consultation with Federal

-agencies, and with Presidential
approval, can the secretary designate
the sanctuary and promulgate the
regulations.

NOAA policy and its proposed
General Marine Sanctuary Regulations
(44 FR 6930) provide that the regulatory
system for a marine sanctuary will be
established by two documents, a
Designation document-and the
regulations issued pursuant to Section

- 302(f) of the Act.
The Designation will serve as a

constitution for the sanctuary,
establishing among other things the
purposes of the sanctuary, the types of
activities that may be subject to
regulation within it and the extent to
which other regulatory programs will
continue to be effective.

As proposed, the Flower Gardens
Designation document would provide as
follows:
Draft Designation Document -

Designation of the Flower Garden Banks
Marine Sanctuary--Preamble

Under the authority of the Marine
Protection, Research and Sanctuariei Act of
1972, Pub. L 92-532, (the Act) the Flower
Garden Banks are hereby designated a
Marine Sanctuary for the purposes of '
preserving and protecting this unique and
fragile-ecological community.
Article 1. Effect of Designation

Within the area designated as the Flower
Garden-Banks Marine Sanctuary (the -
Sanctuary), described in Article 2, the Act
authorizes the promulgation of such
regulations as are reasonable and necessary.
to protect the values of the Sanctuary. Article
4 of the Designatibn lists those-activities
which may require regulation but the listing
of any activity does not by itself prohibit or
restrict it. Restrictions or prohibitions may be
accomplished only through regulation and
additional activities may be regulated only
by amending Article 4.
Article 2. Description of the Area

The Sanctuary consists of an area of the
Gulf of Mexico of 173.25 square nautical
miles (nmgJ located approximately 110 nm
southeast of Galveston, Texas, and 120 nm
south of Cameron, Louisiana, overlaying the
East and West Flower Garden Banks, the
approximate midpoints of which are
respectively, 27°55'07.44" N; 93°36'08.49'' W.
and 27°52'14.21" N;'93°48'54.79" W and
extending to the waters within 4 nm of the
100 m. (328 ft.) isobaths surrounding the

Banks. The precise boundaries are defined by
regulation.
Article 3. Characteristics of the Area That
Give it Particular Value

The Flower Garden Banks contain the
northwestern-most coral reef ecosystems In
the Gulf of Mexico with hundreds of specl6s
of marine organisms, Including at least 18
species of Caribbean corals and diverse
tropical faunal and floral communities. The
Banks provide exceptional recreational
experiences and scientific research ,
opportunities and generally have unique
value as an ecological, recreational, and
esthetic resource.
Article 4. Scope of Regulation

Section 1. Activities Subject to Regulation.
In order to protect the distinctive values of
the Flower Garden Baiks, the following
activities may be regulated within the
Sanctuary to the extent necessary to ensure
the protection and preservation of the coral
and other marine features and the ecological,
recreational and esthetic value of the area:

a. gemoving, breaking or otherwise
deliberately harming coral, bottom
formations or marine invertebrates or plants,
or taking tropical fish, except incidentally to
other fishing operations.

b. Operations of vessels other than fishing
vessels, including anchoring and navigation,
and anchoring by fishing vessels.

c. Dredging or altering the sea bed.
d. Construction.
e. Discharging or depositing any substance

or object.
f Using poisons, electric charges,

spearguns or explosives,
g. Trawling or dragging bottom gear within

the 100 m (328 ft.) isobaths.
h. Oil and gas operations.
Section 2.,Consistency with International

Law. The regulations governing the activities
listed in Section 4 of this Article will be *
applied to foreign flag vessels and persons
not citizens of the United States only to the
extent consistent with recognized principles
of international law or as otherwise
authorized by international agreement.

Section 3. Emergency Regulations. Where
essential to prevent immediate, serious and
irreversible damage to the ecosystem of the
Banks, activities other than those listed In
Section I may be regulated within the limits
of the Act on an emergency basl for an
interim period not to exceed 120 days, during'
which an appropriate amendment of this
article would be proposed in accordance with
the procedures specified in Article 0.
Article 5. Relation to Other Regulatory
Programs

Section 1. Fishing. The regulation of fishri8
is not authorized under Article 4 except with
respect to the removal or deliberate damage
of distinctive features (paragraph (a)), the use
of certain techniques (paragraph (), or
trawling on the banks (paragraph (g)). In
addition, fishing vessels may be regulated
with respect to discharges (paragraph (e))
and anchoring (paragraph (b)). All regulatory
programs pertaining to fishing, including
particularly Fishery Management Plans
promulgated under the Fishery Conservation
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and Management Act of 1976,16 U.S.C. 1801
etseq. shall remain in effect and all permits,
licenses and other authorizations issued
pursuant thereto shall be valid within the
Sanctuary unless inconsistent with any
regulation implementing Article 4.

Section 2. Defense Actidtides. The
regulation of those activities listed in Article
4 shall not prohibit any activity conducted by
the Department of Defense that is essential
for national defense in times of war or other
national emergency. Such activities shall be
conducted consistently with such regulation
to the maximum extent practicable. All other
activities of the Department of Defense are
subject to Article 4.

Section. 3. OtherPrograms. All applicable
regulatory programs shall remain in effect
and all permits, licenses and other
authorizations issued pursuant thereto shall
be valid within the Sanctuary unless
inconsistent with any regulation
implementing Article 4. The Sanctuary
regulations shall set forth any necessary
certification procedures.
Article 6. Alterations to this Designation

This Designation can be altered only in
accordance with the same procedures by
which it has been made, including public
hearings, consultation with interested Federal
and State agencies and the Gulf of Mexico
Regional Fishery Management Council, and
approval by the President of the United
States.

Only those activities listed in Article 4
are subject-to regulation in the
Sanctuary. Before any additional
activities may be regulated, the
Designation must be amended through
the entire designation procedure
including public hearing and approval
by the President. However, no
additional regulation is proposed for
two listed activities, spearfishing and
navigation, at this time because, despite
the'potential threat, the need for
additional control is not established.

-The primary purpose of the proposed
regulations is to protect and to preserve
the natural state of the banks'
ecosystems, particularly the unique
coral reefs capping the banks.
Accordingly all activities which would
directly destroy or injure corals and
other distinctive marine features are
prohibited. Such activities include any
type of handling, picking or collecting
(sec. 934.6(a)(1)), anchoring within the
100 m isobaths except by certain vessels
(sec. 934.6(a)(2)) and construction or
other alterations of the seabed within
the 100 m isobaths. (Sec. 934.6(a)(3)). To
reduce the possibility of damage to the
resources by pollution, all discharges
are prohibited except for marine
sanitation effluents, vessel cooling
waters, fish cleaning wastes and
chumming materials, and discharges
incidental to certainhydrocarbon
operations (see. 934.6(a)(5)). All

prohibitions must be applied
consistently with recognized principles
of international law,

All hydrocarbon operations are
prohibited within the particularly
important hard bank areas to protect the
various components of the reef
ecosystem. This no activity zone
includes primarily the area where such
activities are already prohibited by BLM
(within the 85 m isobaths as defined by
the quarter-quarter-quarter system (see
Appendix A)) but extends to the 100 m
isobaths where they are further from the
Banks' midpoints. In this area, drilling
operations would destroy or injure coral

,either directly or by pollution.
In the remainder of the sanctuary,

hydrocarbon operations under existing
leases may continue subject to
conditions imposed by other authorities
and those conditions designed to
minimize pollution listed in sec. 934.7(b)
which include requirements that cuttings
and adhering drilling muds be shunted
to within 6 m of the bottom and that the
effects of operations on the banks be
monitored. The Environmental
Protection Agency (EPA) and NOAA
have agreed that these proposed
regulations and the conditions of EPA's
permits issued under section 402 of the
Federal Water Pollution Control Act, 33
U.S.C. 1431, (known as NPDES permits)
will correspond to the maximum extent
practicable. The appropriate monitoring
program will be established in
cooperation with the EPA add the
precise requirements for any operator
established as conditions of its NPDES
permits. The conditions of these NPDES
permits will also establish the clean up
capacity. required of any operator. The
arrangement between EPA and NOAA
is'set forth in the Principles of
Agreement dated March 13,1979,
Appendix C.

No hydrocarbon exploration and
exploitation under leases issued after
the effective date of these regulations
will be allowed within the Sanctuary for
a period of five years to provide an
adequate period for the monitoring
program to evaluate the effects of
operations on the banks.

With limited exceptions, fishing in the
waters proposed for the Sanctuary will
not have any detrimental effect on the
resources of the Sanctuary and its
regulation remains the responsibility of
the Gulf of Mexico Regional Fishery
Management Council and the National
Marine Fishery Service pursuant to the
Fishery Conservation and Management
Act of 1967,16 U.S.C. 1801 et seq. except
as specifically set forth in the
Designation. (See Article 5, Section 1 of
the'Designation.) No additional

regulation has been proposed by OCZM
except for the prohibition of bottom
trawling in the sensitive hard banks
area, within the 100 m isobaths, (sec.
934.6(a)(4)), and the taking of coral or
tropical fish (sec. 934.6(a)(1)). Fishing
vessels are subject to discharge and
anchoring regulations (sec. 934.6(a)(2)
and (a)(5)).

Public Review and Comment

NOAA invites public review and
comment on these proposed regulations.
Written comments should be submitted
to: JoAnn Chandler, Acting Director;
Sanctuary Programs Office; Office of
Coastal Zone Management; National
Oceanic and Atmospheric
Administration: 3300Whitehaven Street.
N.W., Washington. D.C. 20235, on or
before June 12,1979.
ILLCAznAhmu

AdgA~jtsfAdatwsorforfAdmhxstrrdoJ

April S.1979.

Accordingly, Part 934 is proposed as
follows:

PART 934-FLOWER GARDEN BANKS
MARINE SANCTUARY REGULATIONS
SeM
934.1 Authority.
934.2 Purpose.
934.3 Boundaries.
934.4 Definitions.
934.5 Allowed activities
934.6 Prohibited activities.
934.7 Hydrocarbon operations.
934.8 Penalties for commission of prohibited

acts.
934.9 Permit procedures and criteria.
934.10 Certification of otherpermits.
934.11 Appeals of administrative action.

§ 934.1 Authority.
The Sanctuary has been designated

by the Secretary of Commerce pursuant
to the authority of section 302(a) of Title
IM of the Marine Protection, Research
and Sanctuaries Act of-1972,16 U.S.C.
1431-1434 (the Act). The following
regulations are issued pursuant to the
authorities of sections 302(f), 302(g) and
303 of the Act.

§ 934.2 Purpose.
The purpose of designating the East

and West Flower Garden Banks as a
marine Sanctuary is to protect and
preserve the banks' ecosystems in their
natural state and to regulate uses within
the Sanctuary to insure the health and
well-being of the coral and associated
flora and fauna and the continued
availability of the area as a recreational
and research resource.

§ 934.3 Boundaries.
The Sanctuary consists of an area of

the Gulf of Mexico located
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approximately 110 nautical miles (rum)
-southeast of Galveston, Texas,.and 120
nm south of Cameron, Louisiana
overlaying and surrouding those banks
known as the East and West Flower
Garden Banks to a distance of 4 run
from the 100 m isobath of each Bank.
The coordinates are in Appendix B.

§ 934.4 Definitions.

(a) "Administrator" means the
Administrator of the National Oceanic
and Atomospheric Administration.

(b) "Assistant Administrator" means
the Assistant Adminstrator for Coastal
Zone management, National Oceanic
and Atmospheric Administration.

(c) "Bulk discharge" means, a
discharge of drill fidids and cuttings
other than that of materials separated
out by properly operating shale shaker,
desander and desilter units; i.e. drill
fluids and cuttings contained on the drill
facility at the termination of drilling
each well hole and drill fluids and
cuttings evacuated from the drill fluid
system during the course of drilling, for'
the purpose of reconstituting the
operational drill fluid.

(d) "Person" means any private
individual, partnership, corporation, or
other entity; or any officer, employee,
agent, department, agency or
instrumentality of the Federal
government, or any state or local unit of
government.

§ 934.5 Allowed activities.
All activities except those specifically

prohibited by § 934.6 may be carried on
in the Sanctuary subject to any
prohibitions, restrictions or conditions,.
imposed by any applicable regulations,
permit, license, or other authorization.

§ 934.6 Prohibited activities.

(a) Except as may be immediately and
urgently necessary for the protection of
life or the environment, or as may be
permitted by the Assistant
Administrator in accordance with
§ § 934.9 or 934.10, or as limited by
subsection (b), the following activities "
are prohibited within the Sanctuary:

(1) Removing or damaging distinctive
natural features-generally. (i) No
person shall break, cut or similarly
damage or destroy any'coial or bottom
formation, any marine invertebrate or
any marine plant. Divers are prohibited'
from handling coral or standing on coral
formations.

(ii) No person shall collect or remove
any coral or bottom formation, or
marine plant. No person shall take,
except incidentally to other fishing
operations, any marine invertebrate
(except for dead shells) nor any tropical"

fish which is a fish of minimal sport and
food Value, usually brightly colored,
often used for aquaria purposes and
which lives in a direct interrelationship
with the corals. There shall be a
rebuttable presumption that any items
listed in this paragraph found in the
possession of a person within the
Sanctuary have been' collected or
removed from within the Sanctuary.

(iii) No person shall use-poisons,
electric charges, explosives or similar
methods to take any marine animal or
plant.

(2) Injurious Vessel Operations. (i) No
vessel except a recreational vessel shall
anchor within the area of the Sanctuary
defined by the 100 m (328 ft.) isobaths.

(ii) No person shall place any rope,
chain, or anchor in such a way as to
injure any coral or other bottom

.formation anywhere within the
Sanctuary. All practicable efforts shall
be taken to drop anchors on sand fiats
off the reefs and place them so as not to'
drift into the coral formations. When
anchoring dive boats, the first diver
down shall inspect the anchor to ensure
that it is placed off the corals and will
not.shift in'such a way as to damage
corals. No further diving is permitted
until the anchor is placed in accordance
with, these requirements.

(iii) All vessels from which diving
operations are being conducted shall fly
in a conspicuous manner the
international code flag alpha "A" and no
vessel under power shall approach
closer than 300 ft. (92 m) to a.boat
displaying the diving flag except at a
maximum speed of 3 knots.

(3) Altering of or construction on the
seabed. No person shall-dredge, drill, or
otherwise alter the seabed in any way,
nor construct any structure except for
navigation aids, within the area of the
Sanctuary defined by the loom (328 ft.)
isobaths.

(4) Trawling within the loom isobaths.
No person shall trawl or drag bottom
gear within the area of the Sanctuary
defined by the loom (328 ft.) isobaths.

(5) Discharging polluting substances.
No person shall deposit or discharge any
materials oi substances of any kind
except:

(i) Indigenous fish or parts
(ii) Effluents from marine sanitation

devices
(iii) Non-polluted cooling waters from

ocean vessels
(iv) Effluents incidential to

hydrocarbon exploration and
exploitation activities as allowed by
§ 934.7.

(b) The prohibitions in this section are
not based on any claim of territoriality
and will be applied to foreign persons

and vessels only in accordance with
recognized principles of international'
law, including treaties, conventions and
bther international agreements to which
the United States is signatory.

§ 934.7 Hydrocarbon operations.
(a) Within the 85m isobaths, as

defined by the quarter-quarter-qubrter
system in Appendix A, or within the
10em (328 ft.) isobaths where such area
extends further from the midpoint of
either bank (27°55'07.44"N;
93°36'08.49"W for the East Bank and
27°52'14.21"N; 93°48'54.79"W for the
West Bank) exploration for or
exploitation of hydrocarbons Is
prohibited.

(b) Outside the area, defined by
paragraph (a), hydrocarbon exploration
and exploitation pursuant to any lease
executed prior to the effective date of
these regulations is allowed subject to
all prohibitions, ristrictions and
conditions imposed by applicable
regulations, permits, licenses or other
authorizations including those issued by
the Department of the Interior, the Coast
Guard, the Corps of Engineers and the
Environmental Protection Agency, and
subject further to the following:

(1) Cuttings and adherent drilling
muds must be shunted to within Om of
the bottom.

(2) Bulk discharges of drilling muds
are prohibited.

(3) The simultaneous discharge of the
effluents from more than one well from
a single rig or platform is prohibited.

(4) The effects drill cuttings and
effluents upon Sanctuary resources shall
be monitored at least once before
drilling, frequently during drilling, and at
least once after drilling in accordance
with the specific requirements set forth
in the permits issued by the ,
Environmental Protection Agency
pursuant to Section 402 of the Federal
Water Pollution Control Act, 33 U.S.C.
1431 is agreement with NOAA.

(c) Hydrocarbon exploration and
exploitation'activities pursuant to leases
executed on or after the effective date of
these regulations are prohibited.
anywhere in the Sanctuary for a'perlod
of five years from such effective date,

§ 934.8 Penalties for commission of
prohibited acts.
. (a) Section 303 of the Act authorizes
the assessment of a civil penalty of not
more than $5b,000 against any person
subject to the jurisdiction of the United
States for each violation of any
regulation issued pursuant to the Act,
and further authorized a proceeding In'
rem against any vessel used in violation
of any such regulation. Procedures are
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set out in Subpart D of Part 922 (15 CFR
Part 922] of this chapter. Subpart D is
applicable to any instance of a violation
of these regulations.

§ 934.9 Permit procedures and criteria.
(a) Any person in possession of a

valid permit issued by the Assistant
Administrator is accordance with this
section may conduct any activity in the
Sanctuary including any activity
specifically prohibited under § 934.6 if
such activity is either (1] research
related to the resources of the
Sanctuary, (2] to further the educational
value of the Sanctuary, or (3) for salvage
or recovery operations.

(b) Permit applications shall be
addressed to the Assistant
Administrator for Coastal Zone,
Managment Attn: Office of Sanctuary
Programs, Division of Operations, and
Enforcement, National Oceanic and
Atmospheric Administration 3300
Whitehaven Street, N.W., Washington.
D.C. 20235. An application shall provide
sufficient information to enable the
Assistant Administrator to make the
determination called for in paragraph (c)
below and shall include a description of
all activities proposed, the equipment,
methods, and personnel (particularly
describing relevant experience)
involved, and a timetable for completion
of the proposed activity, Copies of all
other required licenses or permits shall
be attached.

(c) In considering-whether to grant a
permit the Assistant Administrator shall
evaluate such matters as (1] the general
professional and financial responsibility
of the applicant; (2) the appropriateness
of the methods envisioned to the
purpose(s) of the activity, (3) the extent
to which the conduct of any permitted
activity may diminish or enhance the
value of the Sanctuary as a source or
recreation, educational or scientific
information; (4) the end value of the
activity and (5] such other matters as
deemed appropriate.

(d) In considering any application
submitted pursuant to this Section, the
Assistant Administrator may seek and
consider the views of any person or

,entity, within or outside of the Federal
Government, and may hold a public
hearing, as deemed appropriate.

(e) The Assistant Administrator may,
in his or her discretion, grant a permit
which has been applied for pursuant to
this Section in whole or in part, and
subject to such condition(s) as deemed
appropriate. The Assistant
Administrator or a designated
representative may observe any
permitted activity and/or require the
submission of one or iore reports of the

status or progress of such activity. Any
information obtained shall be made
available to the public.

(f) The permit granted under
paragraph (e) may not be transferred.

(8 The Assistant Administrator may
amend, suspend or revoke a permit £

granted pursuant to this Section, in
whole or in part, temporarily or
indefinitely, if the permit holder (the
Holder) has acted in violation of the
terms of the permit or of the applicable
regulations. Any such action shall be in
writing to the Holder, and shall set forth
the reason(s) for the action taken. The
Holder may appeal the action as
provided for in § 934.11.
§ 934.10 Certification of other permits.

All permits, licenses and other
authorizations issued pursuant to any
other authority are hereby certified and
shall remain valid if they do not
authorize any activity prohibited by
§ 934.6. Any interested person may
request that the Assistant Administrator
offer an opinion on whether an activity
is prohibited by these regulations.

§ 934.11 Appels of administrative action.
(a) Any interested person (the

Appellant) may appeal the granting,
denial, or conditioning of any permit
under § 934.9 to the Administrator of
NOAA. In order to be considered by the
Administrator, such appeal shall be in
writing, shall state the action(s)
appealed and the reason(s) therefor, and
shall be submitted within 30 days of the
action(s) by the Assistant.
Administrator. The Appellant may
request an informal hearing on the
appeal.

(b) Upon receipt of an appeal
authorized by this Section, the
Administrator shell notify the permit
applicant, if other that the Appellant
and may request-such additional
information and in such form as will
allow action upon the appeal. Upon
receipt of sufficient Information, the
Administrator shall decide the appeal in
accordance with the criteria set out in
§ 934.9(c) as apropriate, based upon
information relative to the application
on file at OCZM and any additional
information, the summary record kept of
any hearing and the Hearing Officer's
recommended decision, if any, as
provided in paragraph (c) and such other
considerations as deemed appropriate.
The Administrator shall notify all
interested persons of the decision, and
the reason(s) therefor, in writing
normally within 30 days of the receipt of
sufficient information, unless additional
time is needed for a hearing.

Cc) If a hearing is requested or if the
Administrator determines one is
appropriate, the Administrator may
grant an informal hearing before a
Hearing Officer designated for that
purpose after first giving notice of the
time, place, and subject matter of the
hearing in the Federal Register. Such
hearing shall normally be held no later
than 30 days following publication of the
notice in the Federal Register unless the
Hearing Officer extends the time for
reasons deemed equitable. The
Apellant, the Applicant (if different]
and, at the discretion of the Hearing
Officer, other interested persons, may
appear personally or by counsel at the
hearing and submit such material and
present such arguments as dertermined
appropriate by the Hearing Officer.
Within 30 days of the last day of the
hearing, the Hearing Officer shall
recommend in writing a decision to the
Administrator.

(d) The Administrator may adopt the
Hearing Officer's recommended
decision, in whole or in part, or may
reject or modify it. In any event, the
Administrator shall notify interested
persons of the decision and the
reason(s) therefor in writing within 30
days of receipt of the recommended
decision of the Hearing Officer. The
Administrator's action shall constitute
final action for the Agency for the
purpose of the Administrative
Procedures AcL

(e) Any time limit prescribed in this
Section may be extended for a period
not to exceed 30 days by the
Administrator for good cause, either
upon his or her own motion or upon
written request from the Appellant or
Applicant stating the reason(s) therefor.
Appendix A-Delinition of the 85 M Isobaths
at East and West Flower Garden Banks From
the Bureau of Land Management Lease
Stipulations
East Flower Garden Bank
High Island Area, East Addition. South

Extension. Block A--,.M S SE&
High Island Area, East Addition, South

Extension. Block A-374: SWV4NW NW%-;
NWV4SW NWV4: S .SWY4NW4;
SWV4NE SW : W SW4;
W SEVSWY ; SEYSE SW

High Island Area. East Addition. South
Extension. Block A-375: E%;
SEV4NEY4NWV4; NSE NW4;
SE SENW4; E SW

High Island Area, East Addition, South
Extension. Block A-8& NEVNEVNW'4;
NSE NW ; SE SE NW i;
N%4NSEY; SzNW SEVA;
SW4NEV4SEY4

High Island Area. East Addition, South
Extension. Block A-389: N*.NW ;
SWY4NW : NSEV14NW ;
SW SEVNW 4: NWV'W SWV
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West Flower Garden Bank

High Island Area, East Addition, South
Extension, Block A-383: NEY4SE SE ;
S 2SEY4SEY4

High Island Area, East Addition, South
Extension, Block A-384: NW SW NE ;
SYZS YNE 4; SEYNW 4; N NE SW ;
NEYNW SW ; S N SW ; SV SW ;
SEW

High Island Area, East Addition, South
Extension, Block A-397: W'/aW NW ;
WYNW SWY4; NWY4SWY4SW4

High Island Area, East Addition, South
Extension, Block A-398: All

High Island Area, East Addition,-South
Extension, Block A-399: E%;..
SE NE NW ; EYSE NW4;
E2NEY4SW ; NE SE SWV4

High Island Area, East Addition. South
ExtensionmBlock A-401: NYN 2NE ;
S NE NE ; NE SE4NE4

Garden Banks Area, Block 134: That portion
of the block to the north of the line
connecting Points 17-and 18, defined as
follows: Point 17: X=1,378,080.00';
Y=10,096,183.04'; Point 18: X=1,387,079.41';
Y=10,096,183.04'; Universal Transverse
Mircator Grid System,

Garden Baiks Area, Block 135: That portion
/ of the block to the northwest of the line

connecting Points 16 and 17, defined as
follows: Point 16: X=1,383,293.84';
Y=10,103,281.93'; Point 17: X=1,378,080.00';
Y=10,096,183.04'; Universal Transverse
Mercator Grid System.

Appendix B-Boundary of the Flower Garden
Banks Marine Sanctuary

The Boundary of the Flover-Garden Banks
Marine Sanctuary is 4 nautical miles from the
100 meter isobath around each Bank. The
boundary can be approximated by lines
connecting the following points. (See
attached map for location of points.)

Latitude north LOnd west

1. 2746'30.5" 93 53"31.7"
2. 274639.6-- 93'54'07.9"
3. 27 4 25.1 " 93 55'22."
4. 27"48'13.2"_ ____------- ____ 93"56"11.6"
5. 27"49"30.3"_. .... __ 9357"15.5"

6. 2r5238.7", 93"5721.9!"
7. 27"5404.1" , 93*56352
8. 27"55'27.4" 93"55'35.6"
9. 27"58'03.0' 93"52'37.9"

10. 27'58'54.6" 93"49"38.T'
11.27'59'11.1" . ..... .93 4r17.8"
12. 27"5854.4' ............. 93"45'35.3"
13. 2758'04.8" 9344'00.6-
14. 27"56'59.6"..... 93'43'08.0"
15. 28"01'24.8" 93"41'36.4'
16. 28"0"3.1"_ ........... 93"37'463"
17. 28"0231.6". 9333"29.8"
18. 28"01'14.2"_ ...___ ........... 9331'44.2"
19. 28"0O'06.4"_ . ... 93"31'02.6"
20. 27"58'30.0"__ ------- -_----- 93"30'47.11
21. 275r54.6" ------------ 93"3052.2"
22. 2757'36.6"',, 9330"51.4"
23. 27"56'39.r' .... _ 93"30'15.4"
24. 27"54'15.3' 93"29'57.2"
25. 27"52'27.8", 93"30'39Z'
26. 27"51 '11.2

".  
93"31 '42.0"

27. 27"50'23.5" .... _93"3245."
28. 27"49'56.1"'.... 933341.1"
29. 27'49'42.3' 9334'19.5"
30. 27"48'51.1;'_ _______ 93"36"14.5"
31. 27"49'37.2"_ ___ _ 9340"05.6"
32. 27'51108.7" 93"41'31.1",

33. 27"53'01.1"_ _ 93"42'39.0"
34. 27*49'43.0"_-,_. . ... 93"4336.8"
35. 27"47'24._', 93"46'02.5"
36. 27'47'01.3"__....... .. 93"46"41.4"
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Appendix C-NOAAIEPA Principles of
Agreement

Coordination of Regulations and Permits for
Flower Garden Banks

The following representsIa joint statement
of policy by the NOAA/EPA Interagency
Committee for Program Coordination:

(1) In carrying out their respective
responsibilities under Section 402 of the
Clean Water Act (CWA] and under Section
302 of the Marine Protection, Research, and
Sanctuaries Act (MPRSA), EPA and NOAA
agree that, to the maximum extent
practicable, they will establish consistent
conditions governing oil and gas activities in
the proposed Flower Garddn Banks Marine
Sanctuary (Sanctuary). The conditions agreed
upon are attached.

(2) EPA shall issue guidance to the
Regional Administrator of Region VI for the
development of permit conditions under
Section 402 of the CWA for discharges from
oil and gas activities within the waters
proposed as the Sanctuary, which guidance
shall be consistent with the attached
conditions to the maximum extent.
practicable.

(3) NOAA's proposed regulations under
Section 302 of the MPRSA relating to

discharges from oil and gas activities in the
Sanctuary, shall be consistent wiih the
conditions agreed upon with EPA.

Dated: March 14,1979. -

James P. Walsh.
Deputy Adminfstmtor, National Oceanic and Atmospheric
Admbtnitation.

Dated: March 13,1979. -

Thomnas C. Jotting.
.,Assistant Administrator for Water and Waste Management

EnvironmentalProtection Agency.

Flower Garden Marine Sanctuary Regulations
and Permit Conditions

A. SanctuatyBoundary. 4 nautical miles
from the 100 meter isobaths.

B. No Activity Zone. Either. within 85-
meter isobaths as defined by quarter-quarter
system; or, 100-meter isobaths, whichever is
farther from the Banks' midpoints.

C. Conditions for Allowing Operations. No
oil or gas operations will be allowed in the
sanctuary until a National Pollutant
Discharge Elimination System (NPDES)
permit has been issued.

1. Shunting of cuttings and adhering
drilling muds. To within 6 meters of the
seabed within sanctuary defined above.

2. Monitoring. All leases within the
sanctuary defined above.

Monitoring Requirements. Once before,
frequently during and once after drilling, with
parameters, timing, and other requirements
as specified in NPDES permit. Such

specifications shall in general be agreed upon
by NOAA and EPA.

4. Bulk Discharge of Muds. Prohibited
within sanctuary defined above.

5. Contingency Plans (for spills of oil and
hazardous materials, and for procedures to
be followed if Regional Administrator
imposes a "no-discharge" permit'condition).
Required as specified in NPDES permit and
sanctuary regulations and agreed upon by
NOAA and EPA.

6. Other Discharges-Produced water, Commission, 2033 K Street, N.W.,
Deck drainage, Cooling waters, and Sanitary- -Washington, D.C. 20581. (202) 254-8955.
wastes. In compliance with NPDES permit SUPPLEMENTARY INFORMATION: On
conditions.

7. Non-Simultaneous Drilling and .. ... October 17, 1977, the Commission
Discharge (sequential drilling of and published a revised proposal to amend
discharge from one well at a time from a its interim option regulations and to
single platform). Required in sanctuary with adopt a three-year pilot program for
provision for reconsideration via the option trading in the United States. 42
conditions of an NPDES permit.- FR 55538 et seq. I The interim regulations

D. Five-YearMoratorium. Five-year were designed to provide basic
moratorium on operations on unsold leases customer protections and generally set
and future leasing within 4 nautical miles of . forth the terms and conditions under
the 100 meter isobaths. whrch-donmnodity option transactions
[FR Doc. 79-11548 Filed 4-12-m. E:45 am] would be permitted involving those
BILULG RODe 3510-08-M] commodities that first became'subject to

regulation under the Act in 1974.2
Because of pervasive fraudulent and

COMMODITY FUTURES TRADING unsound practices in the offer and sale
COMMISSION of commodity options to the public, the

- Commission, effective June 1,1978,
[17 CFR Part 32] suspended the offer dnd sale of

cominodity options in the United States,
Commodity Option Transactions with certain, limited exceptions. 43 FR
AGENCY: Commodity Futures Trading 16153 (April 17, 1978).3

Commission. . Following the Commission's action

ACTION: Supplemental Notice of suspending option sales, Congress

Proposed Rulemaking. imposed a general statutory prohibition
on commodity option transactions. On

SUMMARY: On October 17, 1977, the . October 1,1978, the Futures Trading Act
* Commodity Futures Trading -- - . of 1978, Pub..L,95-405, 92 State 805 ot
Commission published a notice of-.. seq. (September 30T1978), became
proposed rulemaking to amend-its effective. Among other things, that Act
interim regulations under the added Section 4c(c) to the Commodity
Commodity Exchange Act ("Act") Exchange Act, which prohibits any
relating to commodity bptions(42 FR Amendments to the Interim rules proposing the
55538). These proposed amendments three-year pilot program were first published on
would implement a limited, rigidly April 5. 197 (42 FRA1876 et seq.). The Commission
controlled, three-year pilot program to 'olicited comments, and held public hearings on the
permit commodity-options-to be traded proposed regulations and published Its revised
in the United States on domestic boards proposal on October 17,1977.i tae Untedtates en by the boards Option transactions In the previously regulated
of trade that-are licensed bcommodities have been prohibited since 1930. Sea
Commission as commodity option Section 4c(a) of the 40ct. The interim regulations
exchanges. " _ _ imposedregistration. financial, segregation,

As part of this pilot program, the dlgclosure, recordkeeping and other requirements
and were proposed by the Commission on October

Commission is now proposing to allow 8.1976. (41 PR 44560 etseq) The Commission
the offer or sale of commodity options adopted the regulations, substantially in the form

only through registered futures .___ proposed, on November 22,1970. Prior proposals

commission merhauts that are- and actions-Qf the commission concerning
m commodity oitioni are set forth at 40 FR 18107

members of the exchange that is (April 25,1975); 40 FR 20504 (June 24,1975): 40 FR
licensed for transactions in that 49380 (October 221975); and 41 FR 7774 (February
particular option. In order to engender 20. 1978]. The interim regulations were subsequently
as much public participation in this amended to make clear that, under the existing law,

individuals could not lawfully solicit or accept
rulemaking proceeling as possible, the - -orders-for commodity options, or supervise those

Commission is not publishing specific-- engaged-n-that activii', on behalf of persons not
language to implement this proposal at registered under the Act as futures commission
this time. - merchants. 42 FR 01831 (December 0, 1977).S - 3 The Commission published Its proposed rule to
DATES: Comments must be received on suspend the offer and sale of commodity options on
or before June 12, 1979. February 6,1978 (43 FR4869]. On April 12,1970 the

AD S:om t hpO Comissin adopted Rule 32.11 (17 CFR 32.11),
ADDRESS:s on the p - sspending the offer and sale of commodity options

should be sent to: Commodity-Futures- -as of June 1,1978. On May 11, 1978 the Commission

Trading'Commission, 2033 K Street, received a petition for interim rulemaklng, filed

N.W., Washington, D.C. 20581, pursuant to Commission Rule 13.2 (17 CFR 13.2),
Attention: Secretariat. - - xequestingan amendment to Rule 32.11 to allow

A n n e ta. ,options on physical commodities (so-called dealer

FOR FURTHER INFORMATiON" CONT6A rT options] to continue to be sold, after the June 1,1070
Frank D. Moore, Esquire, Special effective date of the general suspension. 43 FR 2102

(May 10,1978). This petition was granted by the
Counsel, Division of Trading and adoption of an amendment to the Interim
Markets, Commodity Futures Trading regulations, Rule 32.12. 43 FR 23704 (un01, 1978],
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commodity option transactions
involving any commodity that first
became subject to regulation under the
Act in 1974, thereby codifying the
Commission's suspension. Certain trade
option transactions are, however,
exempteod from the congressional
prohibition. In addition, section 4c(d)(2)
of the Act as added in 1978, directs the
Commission to issue regulations
permitting grantors and futures
commission merchants to grant and
offer dealer options if they comply with
conditions specified in the Act and with
such additional uniform and reasonable
conditions as the'Commission may
prescribe.

4

Any option transactions prohibited by
Section 4c[c] may not be lawfully
effected until (1) the Commission
transmits to its Congressional oversight
committees documentation of its ability
to regulate successfully such
transactions, including its proposed
regulations, and (2] the expiration of
thirty calendar days of continuous
session of Congress after the
transmittal. Section4c(c) also provides
that the Commission "is not precluded
from transmitting, at anytime,
documentation relating to its ability to
regulate such transactions regarding
individual commodities, classes of
commodities, or regulation of such
transactions on specific boards of
trade." Pub. L. 95-405, 92 Stat 865, 867.
Thus, Section 4c(c) contemplates that
the Commission may determine to
permit particular forms of options
trading to commence in the future.
Consistent with this authority, the
Commission intends to implement its
pilot program for option trading on
United States exchanges.

Regulatory Scheme of Pilot Program for
Options Trading

The Commission has continued to
study and consider significant issues
related to the pilot program, and for the
reasons explained below proposes to
permit the solicitation and acceptance of
orders for commodity options traded on
a licensed exchange only by registered
futures commission merchants that are
members of that exchange (and to
registered persons associated with such

- futures commission merchants). Under
the proposal, a registered futures
commission merchant that is a member
of an exchange could solicit and accept
orders for the purchase or sale of those
commodity options for which that

4Commission proposals and actions concerning
dealer options and Section 4c(d) are set forth at: 43
FR 37715 (August 24.1978); 43 FR 47492 (October 16,
1978]; 43 FR 52464 (November 13,1978); 43 FR 54220
(November 21,1978); and 43 FR 59353 [December 20,
1978].

exchange is licensed. A futures
commission merchant that is not a
member of that exchange could not
solicit or accept orders for those
commodity options.

The projected three-year pilot
program for exchange option trading has
been consistently envisioned as being
limited and rigidly controlled. Thus, the
Commission has proposed that boards
of trade be licensed as domestic option
exchanges only upon a Commission
finding "that the offer and sale of
options through their facilities to
customers in the United States would
not be contrary to the public interest."
42 FR 18247 (April 5, 1977).3 The limited
nature of the program is further
evidenced by the Commission's
proposal "to limit the types of
instruments and commodities in which it
will allow option trading during the test
period." 42 FR 18247 (April 5.1977). The
Commission also believes that assuring
the public sufficient customer protection
during the pilot program requires
effective control and close surveillance
over the firms and individuals retailing
options to.the public.

Rigid control of the retailing of
commodity options to the public is
particularly necessary based upon the
Commission's past experience with
firms engaged in the offer and sale of
commodity options. The June 1, 1978
suspension of option trading resulted
from sales methods that were riddled
with fraudulent and other illegal
practices and the diversion of
substantial Commission resourcesfrom
commodity futures regulation to
investigate and to attempt to curb and
eliminate those abuses. The present
proposal is designed to ensure that the
Commission will be able "to regulate
successfully" option transactions on
domestic exchanges, as required by the
Futures Trading Act of 1978. The
Commission considers that its present
proposal will enable the Commission to
focus its oversight and enforcement
programs directly on the exchanges and
member firms retailing those options.
More importantly, the proposal will
permit the exchanges to discharge more
efficiently their responsibilities as self-
regulatory organizations to monitor and
control the conduct of those futures
commission merchants over whom they
have disciplinary jurisdiction.

The Commission has consistently
stressed that, as condition of becoming a
licensed domestic commodity options
exchange, a board of trade must have
and maintain an adequate affirmative

'See §32.5 and 3a of the proposed resulations
to implement the pilot program, 42 FR 55551-55554
(October 17, 1977).

action program to secure compliance
with its rules, and that the exchange will
be-expected, through its program of
surveillance and enforcement, to aid the
commission in furthering the purposes of
the Act under which its privileges are
granted. See 42 FR 55543-44 (October 17.
1977). Through the vigorous exercise of
the exchange's rule enforcement
programs, the past abuses associated
with commodity options may be better
detected and deterred. The Commission
has limited staff resources which may
be used specifically in the regulation of
the exchange option pilot program;
therefore, the Commission believes that
adequate safeguards to the public
against possible related abuses may be
provided only through vigorous self-
regulatory programs of the exchanges.

Alternatives Considered

The Commission considered -

proposing several alternative methods
of oversight of the activities of futures
commission merchants engaged in the
offer and sale of commodity options
traded on exchanges. For example, the
Commission considered permitting all
registered futures commission
merchants to retail commodity options
traded on any exchange. The effect of
that plan, however, would be to place a
significant burden of surveillance of
non-member firms on the Commission.
Given its present and projected
resources, however, the Commission
cannot meet this burden without
diminishing its ability to discharge its
other regulatory responsibilities to a
level that involves unacceptable risks to
the public. The Commission also
considered direct surveillance of only
those futures commission merchants
that are not members of an exchange,
thereby relying solely on exchange
oversight of member activities. This
approach, however, would be
inconsistent with the Commission's
-desire to monitor all exchange options
trading closely--one of the basic
objectives of the pilot program..

The Commission also considered
whether its regulatory objectives could
be met by allowing any futures
commission merchant that is a member
of at least one licensed domestic option
exchange to offer or sell any option that
is permitted to be traded on any other
licensed exchange, regardless of
whether the futures commission
merchant is a member of the other
exchange. In those circumstances,
however, the exchanges may be unable
to carry out their self-regulatory
functions as effectively. Under present
circumstances for example, an exchange
might not be able properly and quickly
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to detect abuses committed by non-
members offering options traded on that
exchange, without diluting its
surveillance of its own members.
Furthermore, it would have no direct
disciplinary jurisdiction to sanction any
abuses detected. Conversely, there.
appears less opportunity for an
exchange to monitor the retailing
practices of its own members with
regard to options traded elsewhere.

On balance, the Commission therefore
believes that the retailing of commodity
options should be limited to futures
commission merchants that are
members of the option exchange
licensed for transactions in that option.
Without this safeguard, it is less certain
that the public will be adequately
protected during the pilot program.

Competitive Implications
In proposing this-rule, the Commission

is cognizant of its responsibffities under
Section 15 of the Commodity Exchange
Act, 7 U.S.C. 19 (1976). Under Section 15,
the Commission is required, in adopting
any rule or order, to:

* ** take into consideration the public
interest-to be protected by the antitrust laws
and endeavor to take the least
anticompetitive means of achieving the
objectives of [the] Act, as well as the policies
and purposes of [the] AcL * * *

Section 15 does not reguire the
Commission to subordinate the policies
and purposes of the Commodity
Exchange Act to those of the antitrust
laws. Section 15 requires only that the
Commission, in achieving the goals and
policies of the Commodity Exchange
Act, consider the public interest served
by the antitrust laws and endeavor to
use the least anticompetitive means
available. However, Section 15 does not
require the Commission to adopt the
least anticompetitive course of action
where the objectives, policies, and
purposes of the Commodity Exchange'
Act would be better served in some
other way.6 o

The Commission recognizes that its
proposal could result in a number of
futures commission merchants being
unable to engage in the offer and sale of
commodity options to the public. The
Commission notes, however, that most
futures commission merchants are a
member of at least one board of trade
and that nothing in the proposal would
prevent non-member futures commission
merchants from seeking membership on
the relevant exchanges or licensed

'See British American Commodity Options Corp.
v. Bagely, CCH Comm. FuL L Rep. § 20, 245 at p. 21,
334 (S.D.N.Y., December 20, 1976), affd. in part and
rev'd. in part on other grounds, 552 F.2d 482 f2d
Cir.). cert denied, 434 U.S. 938 (197.

boards of trade from increasing the
number of available memberships.
Moreover, the Commission wishes to
stress that, with limited'exceptions, no
options trading is presently permitted in
t& United States. Thus, the
Commission's proposal would not curb
any existing business activity.,

Interested perEiohs are invited tb
participate in this proceeding by
submitting comments in written form to
the Commission at the above address.
The Commission particularly requests
comment on the Section 15 implications
of the proposal, ana invites suggested
alternatives which will provide the same
degree of customer protection.

Issued in Washington, D.C., on April
10, 1979, by the Commission.

Gary L. Seevers,

Acting Chairman, Commnohty Futures Trading Commission.
[FR Doe. 79-11492 Filed 4-12-7M &45 am]
BILLING CODE 6351-01-

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[18 CFR Chapter IJ

Determination of incentive Rate of
Return, Tariff, and Related Issues for
the Alaska Natural Gas Transportation
System
AGENCY: Federal Energy Regulatory
Commission.
ACTION:Noti ce of Proposed Rulemaking.

SUMMARY:. The Federal Energy
Regulatory Commission (the
Commission) hereby gives notice of a
proposal to establish values for the
Incentive Rate of Return (IROR)
mechanism -appended to the terms and
conditions of the conditional certificates
of public convenience and necessity.
previously issued in the Alaska Natural
Gas Transportation System proceedings
(Docket Nos. CP78-123, CP78-124, CP78-
125 and RM78-12). In addition to
proposing values for the IROR, the
Notice proposes to establish adjustment
methods to bd used in applying the
IROR. These methods include
adjustment for inflation and adjustments
for incidents beyond the control of,
project sponsors (change-in-scope). The
result would be an incentive rate of
return on equity to reward the
applicants for final certificates for
project completion under budgeted cost"
and penalize them for project
completion over budgeted cost. In that
the tariffs filed by the sponsors directly
impact the IROR, the Notice also
provides for comment on these tariffs.

DATES: Notice of intent to participate by
April 16,1979. Written comments by
May 4,1979. Reply comments by May
16, 1979.
ADDRESS: All filings should reference
Docket No. hM78-12 and should be
addressed to: Office of the Secretary,
Federal Energy Regulatory Commission,
"825 Noith Capitol Street, NE.,
Washington, D.C. 20426.
FOR FURTHER INFORMATION CONTACT.
John Adger, Director, Alaska Natural
Gas Project Office, Federal Energy
Regulatory Commission, 825 North
Capitol Street, NE., Washington, D,C,
20426, (202) 275-3827.
SUPPLEMENTARY INFORMATION:

I. Background:
A. Scope of proceeding.
B. Procedures.
C. Comments.
II. The IROR Schedule:
A. Overview and Interrelationships.
B. Basic Components:
1. Center Rate of Return:
a. Operation Phase Rate.
b. Non-Incentive Rate.
c. IROR Risk Premium.
2. Center Point.
3. Marginal Rate.
C. Cost Performance Ratio:
1. Cost Estimates.
2. Real Rate of Return.
3. The Center Point.
M. Change n Scope:
A. Goals. I21B. Proposed Procedure,
C. The Project Sponsors' Alternative.

kD. Relation to Other Parameters,
E. Conflict Resolution.
IV. Inflation Adjustment:
A. Proposed Procedure.
B. Use of Actual Prices.
C. Alternative Weighting Schemes.
V. Tariff Issues.
VI. Summary of Commission's Proposal.
VI. Written Comment Procedures.

Terms and Conditions
App. A-"Project Risk Premium."
App. B-Petition of Alaskan Northwest

Natural Gas ,Transportation Co.
By this Nbtice, the Federal energy

Regulatory Commission (Commission)
inaugurates a proceeding to resolve
outstanding issues concerning the
imposition of an Incentive Rate of
Return (IROR) mechanism upon the

'Alaskan and Northern Border segments
of the alaskan Natural Gas
Transportation System (ANGTS). In

'In prior proceedings, the Commission attached
incentive rate of return conditions to the conditional
certificates of public convenience and necessity
Issued to the Alaskan Northwest Pipeline Company
and the Northern Border Pipeline Company, Order
No. 17, Docket No. RM78-12 (Dec. 1, 1978),
confirmed, Order No. 17-A. Docket No. RM78-12
(Jan. 12.1979). By these orders the Comnilslon
imposed upon the named parties, and the
components of the ANGTS for which they were
responsible, an IROR mechanism, and left to further
proceedings the determination of actual values for

Footnotes continued on next page
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addition, this proceeding will also
resolve certain issues attendant to the
Commission's adoption of the tariffs
submitted by the Alaskan Northwest
Pipeline Company (Alaskan Northwest
and the Northern Border Pipeline
Company (Northern Border), the
respective sponsors of the alaskan and
Northern Border segments of the
ANGTS. 2 The use of rulemaking
procedures to consider IROR and
related tariff issues follows the
recommendations made to the
Commission by its Alaskan Delegate.3 In
addition to other applicable law, this
proceeding is undertaken pursuant to
section 7 of the Natural Gas Act, 15
U.S.C. § 717f, section 9 of the Alaska
Natural Gas Transportation Act, 15
U.S.C. § 719g, and sections 402(a),
402(e), and 403(c) of the Department of
Energy Organization ActL 42 U.S.C.
§§ 7172(a), (e), 7173(c).

L Background

A. Scope of proceeding
The implementation of an IROR

mechanism on the Alaskan and
Northern Border segments of the
ANGTS left three important issues
unresolved. the values to be assigned to
the various components of the
mechanism; the breadth of procedures to
adjust cost and scheduling estimates for
events not anticipated in designing the
system and planning its consituction
(change-in-scope issues]; and the
mechanism(s) to adjust costs of
construction for inflation. 4 The purpose
of this proceeding is to resolve these
three outstanding issues.

The assignment of values to the IROR
mechanism entails determinations of a
"Marginal Rate," "Center Rate," "Non-
Incentive Rate," and "Center Point" for
both the Alaskan and Northern Border
Segments. sIn turn, these values depend
upon the determination of an "Operation
Phase Rate" 6 and a "project Risk
Premium". 7 The "Operation Phase Rate"
is affected by the form and terms of

Footnotes continued from last page
implementing that mechanism. Order No. 17 at 8. 9-
10; Order 17-A at 4-7.

'The tariffs of the two sponsors were submitted
pursuant to Commission order of february 22.1979.
Notice of Delegate Report and OrderDirecting
Tariff Filing, Docket No. RM78-12 (Feb. 22.1979).

3Memorandum to the Commission. appended to
the above-cited Order Directing Tariff filing, Feb. 22,
1979 [hereinafter cited as Delegate's memorandum].

' Order No. 17 at 2, 6. and 9. In addition the cost
format which the sponsors were to follow in their
submissions of Certificate Cost and Schedule
Estimates as well as the procedures to implement
these estimates were left for future determination.
Id at 9.

3 Order No. 17 at 10. For definitions of these and
related terms, see Order No. 17 at 20-22.

61d at 10;, Order No. 17-A at 6.
7 Order No. 17-A at 7.

tariffs covering the operation of the
separate segments."

Approval of the initial tariffs filed by
Alaskan Northwest and Northern Border
will, but for the single issue of
depreciation for the Northern Border
segment as filed in Northern Border's
tariff, be resolved within this
proceeding. The depreciation rate for the
Alaska segment will be considered as
part of this rulemaking. The distinction
arises because the "pre-built" facilities
proposed for Northern Border are based
on deliveries of both Alaskan gas and
supplies from Canada. Given the
difference in volumes and the facilities
that maybe necessary from those
considered in the Decision, a question
arises with respect to depreciation of
the Northern Border segment. The
depreciation of the Alaska segment was
addressed before the FPC in Docket
Nos. CP75-96, et a. Persons seeking to
modify that assessment bear the burden
of proving the need for a change. This
record, however, is not currently
available for Northern Border.

The Northern Border depreciation
issue will be incorporated in the on-the-
record hearing proceeding to be
convened to resolve those issues arising
from the certification of the "pre-built"
sections of the ANGTS (Docket Nos.
CP7&-123, et aL). There are two reasons
for resolving the depreciation issue
within the context of the adjudicatory
proceeding rather than this rulemaking.
First, the conferences held to discuss
advanced delivery issues (In re Alaskan
Natural Gas Transportation System-
Conference on Advanced Delivery
Project, Docket Nos. CP78-123 et at.)
show that this issue requires full
adjudicatory proceedings for its
resolution. Second, the issue is
intimately connected with other issues
surrounding the certification of the pre-
built segments, for example, the lengths
of the gas sales contracts, the size and
capacity of the proposed facilities and
the financing feasibility. The
Commission will address the other
issues to be heard in the on-the-record
proceeding in an order in Docket No.
CP7B-123, et a.

The determination of the change-in-
scope issue has always been perceived
to be of critical importance to the
implementation of an IROR
mechanism. 10 This issue was separated

' Order No. 17 at 10; Order No. 17-A at 0-7 see,
on the relationship of tariff to IROR Issues, Section
V. ifra, see also Order No. 17 at 10.

'See, e.g.. Report of the Alaskan Delegate on
Tariff and Operation Phase Rate Issues,
accompanying Delegate's Memorandum, note 3
supra.

See, eg. Notice of Proposed Rulemaking
Incentive Rate of Return for the Alaska Natural Gas

from the Incentive Rate of Return
Rulemaking of Docket RM78-12 and
deferred to a later but undesignated
rulemaking.11 However, in that the
change-in-scope issue and the
procedures for its implementation during
and after construction are so
intertwined with rate or return
questions, change-in-scope questions
must be resolved as a part ofthe IROR.
For this reason it is included in this
rulemaking.

The application of an IROR
mechanism must also provide for cost
increases due to inflationary pressures.'2
Deflating actual costs to base-year
prices becomes necessary to determine
the effect of an IROR. Therefore, the
inflation adjustment will also be
included in thisrulemaking.

B. Procedures
In Order Nos. 17 and 17-A, the

Commission described alternative
procedures for the consideration and
resolution of the complex issues
involved in the implementation of an
IROR mechanism. For example, while
the values of the rates of return and risk
premiums were to be determined by
evidentiary proceedings (Order No. 17 at
2), other issues such as change-in-scope
and the determination of the "Operation
Phase Rate" were to be addressed
thrugh rulemakings (id. at 6.7]. The
Delegate was directed to develop a
comprehensive procedure for the prompt
resolution of the issues surrounding the
IROR mechanism.'2

In a mermorandum to the
Commission, the Alaskan Delegate
recommended that:

0 & *consideration of as many of the
remaining IROR issues as possible be
consolidated into a single "rulemakdng" type
of proceeding to be intiated as soon as
possible after March 1. 1979. As the project
company tariffs forNorthern Border and the
Alaska segment should be filed at about the
same time, consideration of the tariffs and
their respective Operation Phase Rates could
also be consolidated into one master
proceeding to resolve essentially all the
remaining IMOR Issues based upon some
basic assumptions about the sponsors
financing plans. (Delegate's Memorandum at
3]
A predicate to this recommendation is
that the unresolved issues concerning
the IROR and the tariffs are so
interrelated that their concurrent
consideration, if not required, is at least
expedient.

Transportation System. docketRM78-12. at 3 (May
8.1978]:. see also Order No. 17 at 6.

"Revised Notice ofProposed Rulemaldng
Incentive Rate of Return for the Alaska Natural Gas
Transportation System. DocketNo. RIN178-12. at S
(SepL 15.19M).
"Ad at49-53
"Order No. 17 at 9-10; Order No. 17-A at S-7.
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In its February 22, 1979 order directing
that tariffs be filed by Alaskan
Northwest and Northern Border, the
Commission concurred in the Delegate's
recommendation that the IROR and
related tariff issues be settled in a single
proceeding. Upon-further consideration
of this recommendation, and after
reviewing the comments submitted in
response to the Alaskan Delegate's .
suggested procedure,14 the Commission
finds the Delegate's proposal to be well
suited to the expeditious and efficient
resolution of outstanding IROR and
related tariff issues.

Legal and practical considerations
necessitate an expeditious resolution of
IROR and tariff issues. Under section 9
of the Alaska Natural Gas
Transportation Act of 1976 (ANGTA],
Pub. L. No. 94-586, 90 Stat. 2912 (15
U.S.C. § 719g], the Commission must, to
the fullest extent permitted by
applicable provisions of law, issue.
required certificates and- authorizations
for the ANGTS "at the earliest
practicable date." 15 U.S.C. § 719g(b).
Since the'IROR mechanism is noted in
the conditional certificates of Alaskan
Northwest and Northern Border as a
matter still to be resolved, the
conclusion of outstanding IROR issues
comes within the purview of section 9-of

- ANGTS. For similar reasons, the
approval of tariffs for the Alaska and
Northern Border segments must also be
expedited. 15 U.S.C. § 719g(b]. 15

It is the Commission's view that the.
use of informal rulemaking procedures
provides the means to resolve these
issues quickly. Comments and reply
comments, quite apart from their -

function to provide necessary
information for informed. ,
decisionmaking,16 can serve.to simplify.
proceedings by isolating particular
issues. In addition, the resolution or
isolation of issues can proceed at a
much faster pace through recourse to
notice and comment procedures than-'
through the. more formal adjudicatory-
process.

The Commission's use of rulemaking
procedures to determine rates under the
Natural Gas Act is well established at

"Five parties expressedtheir views in response
to the Commission's request for comments on the
procedure recommended by the Delegate. Three, the
State of Alaska, the Public Service Commission of
New York. and Commission Staff, filed formal
comments; the other two, Alaskan Northwest and
Northern Border, submitted theirs as a part of their
tariff filings. -

"See, e.g., Alaskan Northwest Petition for
Expedited Rulemaking and Issuance of Final Order
Establishing Rate of Return Range, Docket No.
RM78-12 (filed Feb. 15, 1979).

"See e.g., Union 0il Co. of California V. FPC 542
F.Zd 1035,4041 (9th Cir. 1976); see, generally 1 KC
Davis, Administrative Law Treatise 539-542 (2nd
ed. 1978).

law.17 However, as-the State of Alaska matters of the sponsors, the proceeding
pointed out in its comments on the should be broadened to include Issues
AlaskanfDelegate's procedural concerning cost recovery by shippers. In
recomendatio-6, the use-ofjsuch Northern Border's view, it is necessary
procedures is not-without some limits. In to give each shipper assurance that
using a rulemaking procedure to set there will be an automatic cost recovery
rates the Commission must assure that of all amounts paid under the Northern
there is consideration of all issues and - Border tariff.
full opportunity for interested persons to Alaskan Northwest, citing the
present their views.18  difficulty involved in establishing

In addition to thenoticaandJcomment, certification cost estimates, noted that
-procedure-afforded'to interestedparties the goal of resolving all remaining issues
as a matter of course, this proceeding- associated with the IROR mechanism in
will also-affordinterested parties, an one rulemaking prior to May 15,1979,
opportunity-to-submit-reply comments was at best elusive.19 For this reason
and to petitionffor oral argument to Alaskan Northwest suggested that
address issues deemed by a party to be definitive action could be taken by the
of sufficient weight and controversy as Commission through consideration of
to warrant additional attention. It is the the sponsor's petition requesting the
Commission!s-view-that-comment, reply establishment of a "zone of a
comment-and-opportunityfor oral- reasonableness" for the rate of return
argument complies with both section applicable to the Alaskan project.
403(c) of the DOE Act and section 7 of (Petition for Expedited Rulemaking and
the Natural-Gas Act. The Commission Issuance of Final Order Establishing
may institute such other procedures if,' Rate of Return Range, Docket No.
in its discretion,.itideems-them RM78-12 (filed February 15,1979).)
appropriate to insure full consideration Expanding the scope of this
of the issues. - proceeding to encompass considerations

of shippers' tariffs, as suggested by
C. Commets ........ -Northern Border, would Qly add to the

Five comments - e eceived on the complexity of the proceeding without
AlaskanLklegate'srecommended- providing compensatory benefits.
procedure. (See-note-15; supra.) Two . Limiting the proceeding to
commentors, Alaskan Northwest and considerations of ranges of return, as
Northern Border, generally supported suggested by Alaskan Northwest, would
the concept-ofaingle rulemaking--- accomplish too little.
procedure to-settleboth IROR-and thiff The concern of Alaskan Northwest
issues. Two, those of the State of Alaka with certificate cost estimates and their
and the Public Service Commission of impact on the determination of IROR
the State of New York, were opposed to issues, is, we believe, misplaced. As
the proposed-procedureshe fifth, described more fully below, the
submittedbyC ommssion Staff;, estimates need not be precisely known
although not-objecting to the procedure, to gauge the impact of the IROR
joined with the State of Alaska and the mechanism. Moreover, the concept
Public Service Commission of New advanced by Alaskan Northwest to
York, in expressing reoervatios-about - -establish an a priori "zone of
the scope-of tee pro cee ithrspe---ct reasonableness" for rates of return can
to tariff issues. be addressed within the context of this

The comments which supported the proceeding. 20 Given the expedited
proposed rulemaking procedure cited procedures involved and the
the expediency of eliminating cross- cooperation of all participants, the IROR
examination of witnesses-and oral issues should be resolved in time to
argument. They Splil, however, on the permit investment for the scheduled
scope of issues-which could be explored startup and completion of the project,
within asftFe proceeding. Northern Among the concerns expressed in the
Border suggested that in addition to comments by the State of Alaska and
issues involving IROR and related tariff the New York Public Service

"
7See e.g. American Public Gas Ass'n v. FPC "The basis for tis opinion was that the

(The Second National Natural Gas Rate Cases) 567 Certification Cost Estimate, used to establish the
F.2d 1016 (D.C. Cir. 1977) cerL denied 435 U.S. 907 'Center Point' and the 'Cost Performance Ratio
(1978); Shell Oil Co. v. FPC, 520 F.2d'108 s(5th Cir. was dependent upon such determinations as the
1975). cert denied 42 U.S. 941 (1978). Phillips proximity of the gas pipeline to the oil pipeline, the
PetroleumCov..FPC. 475 F.24 842 (10th Cir. 1973), maxinum allowable operating pressure, and the
cert. denied, 414 U.S. 1146 (1974); see also section application of environmental and other stipulations,
403(c) of the Department of Energy Organization factors recognized in Order No. 17. In addition,
Act. Pub. L No. 95-91, 91 Stat. 585 (42 U.S.C. Alaskan Northv~est cited the language of that Order
§ 7173(c)) (hereinafter rqfarred to as DOE Act). that the cost estimates will not be known with any

1342 U.S.C. § 7173(c,-see also Joint Explanatory degree of precision for "some months hence," Order
Statement of the Committee on Conference, DOE No. 17 at 7.
Act, 95th Cong., 1st Seass., S. Rept. No. 95-367, at 77. "See Section ]I(B), infta.
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Commission were doubts as to the
propriety of resolving tariff and rate
issues by rulemaking. The New York
Public SeiviceCommission focused
upon the determination of the equity
portion of the overall return for the
Alaskan and Northern Border segments
of ANGTS to which the IROR will apply.
In its opinion this determination could
not and should not be made on the basis
of written pleadings and submittals. The
State of Alaska, while not taking issue
with the use of rulemaking pirocedures to
resolve change-in-scope and inflation
adjustment issues, expressed concern
with the procedural unfairness of
establishing rates or tariffs without an
opportunity for cross examination. In
support of this view, Alaska stated that
the nature of the factual determinations
to be made with regard to the tariffs and
setting the IROR were one traditionally
and properly addressed in evidentiary
hearings.

As discussed above, we are of the
opinion that the procedures to be'used
in this rulemaking will suffice to protect
the interests of all concerned while
providing the Commission with
information necessary for a prompt
resolution of the issues involved. The
procedure to be used was designed to be
expeditious.

With respectto the scope of the
proceedings, the State of Alaska thought
that the Delegate's recommendation was
a limited one, utilizing rulemaking
procedures to settle only IROR issues
while the Commission's order of
February 22,1979 expressed a broader
(and therefore inconsistent) view, that
the proceeding would encompass both
IROR and related tariff issues. In
addition, the State of Alaska requested
a precise definition of which tariff issues
would be involved in the rulemaking
proceeding. The language of the ,
fDelegate's Momorandum comports with
that of the Commission in
recommending a broad proceeding to
settle IROR and tariff issues. As
described above, all tariff issues except
those involving depreciation in the
Northern Border tariff will be
considered in this rulemakin .

The Commission Staff expressed
concern as to the procedural
relationship of tariff and IROR issues
and the proceedings involving pre-built'
construction (Docket No. CP78-123, et
a.). Further, Staff (1) recommended that
tariff issues be settled before IROR
issues; and (2) suggested that issues
raised by the Delegate's Report provided
for unnecessary procedures to the extent
that the issues may already have been
decided by the President's Decision and
Report to Congress on the Alaskan

Natural Gas Transportation System
(Decision). Both of these concerns are
met in the procedures of this rulemaking.
As explained more fully below,21 the
tariffs submitted by Northern Border
and Northwest Alaskan are to be
considered in this rulemaking and the
two sponsors are to bear the burden of
showing that their respective tariffs are
consistent with the President's Decision
and otherwise required in the public
convenience and necessity under the
Natural Gas Act.

II. The IROR Schedule

A. Overview and Interrelationships
An IROR mechanism is defined by

three factors: a "Center Rate of Return",
a "Center Point" and a "Marginal Rate
of Return". Given these three factors, an
IROR schedule--a table or formula-can
be structured to establish a value for the
IROR for any level of expenditure in
constructing the pipeline. The relation of
the level of expenditure to the IROR
schedule is computed through a "cost
performance ratio", the ratio of "Actual
Capital Costs" incurred during

-construction to the "Projected Capital
Costs". -

The "Center Rate of Return", which Is
the rate of return allowed if the actual
construction costs equal the expected
construction costs, Is a rate of return
composed of the sum of (1) an
"Operation Phase Rate of Return", (2) a
"Project Risk Premium" (to provide
compensation for any unusual financial
risks borne by equity investors during
construction),= and (3) an "IROR Risk
Premium" (to provide compensation for
financial risks created by any IROR
mechanism).

The Operation Phase Rate of Return is
to compensate equity investors for risks
incurred during pipeline operation; It Is
not to provide compensation for risks
incurred during construction.
(Compensation for risks incurred during
construction Is provided through the
addition of the Project Risk and IROR
Risk premiums.) Since the Operation
Phase Rate involves the operation of the
pipeline and the risks attendant to that
operation, any determination of an
Operation Phase Rate rests upon tariffs
filed with and approved by the
Commission.

The Center Point is that value of the
Cost Performance Ratio which would be
achieved at the expected or most likely
level of construction costs. The Center
Point should be a measure of the mean
costs for which the project sponsors are
to be held responsible. Therefore, the

See Section V, Infra
'The addition of the "Project Risk Premium"

yields a "Non-Incentive Rate of Return"

definition of which costs the sponsors
are not responsible for-the "Change-in-
Scope" procedure-is a key element in
determining the Center Point.

The Marginal Rate of Return is the
rate of return earned on each additional
or incremental dollar of capital invested
in construction cost overrun. It is the
rate which provides the incentive to
minimize cost overruns.

The Cost Performance Ratio is the
main factor which relates the IROR
schedule to the particular construction
costs of thepipeline. If Actual Costs are
equal to Projected Capital Costs, the
ratio would yield an IROR equal to the
Center Rate of Return.inTo the extent
that the actual costs are less than
estimated costs, the IROR would be
greater than the Center Rate of Return;
but how much greater depends upon (1)
the ratio and (2) the Marginal Rate.
However, should actual costs be greater
than estimated costs, an increase in the
Cost Performance Ratio results and the
IROR falls below the Center Rate of
Return how much below depends,
again, on the ratio and the Marginal
Rate.

The calculation of the Cost
Performance Ratio depends on two
figures: the actual cost to construct the
pipeline and the estimated cost to
construct the pipeline. In establishing
the IROR mechanism, the Commission
adopted the view that project sponsors
should not be penalized for certain types
or categories of cost increases.
Consequently, the Commission has
adopted the concept that the estimated
costs should be modified to reflect cost
increases resulting from general
inflation or certain enumerated
circumstances. The formeris termed the
Inflation Adjustment; the latter the
Change-in-Scope Mechanism.

B. Basic Components
1. Center Rate of Retrn.m-The Center

Rate of Return Is composed of the
Operation Phase Rate, a Project Risk
Premium, and an IROR Risk Premium.
The Commission proposes that the
Center Rate of Return for the Alaskan
Segment be set at 17.5% and that the
Center Rate of Return for the Northern
Border be set at 15.25%. The
computation of these two figures is
discussed below.2 '

=Normsuly. whr Actual Cost. equa Projected!
Costs the ratio is V or L0. Forreas=on desabe
below, this Isnot the ratio propoeedby the
Commission for receipt of the "CenterRate of
Return". See Section II[E)X2]. Infrm

1nm the com of preparing for this proceedin.
the Commissim fluough the ALasi Delegate
received several reports and study papers produced
by outside individuals, some of whom are party to
this case. All of these reports were served on

Footnotes continued on next page
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a. Operation Phase Rate. The
Operation Phase Rate is intended to
compensate equity investors for risks
normally expected to be incurred during
operation of the pipelind. Through this
proceeding, the Operation Phase Rate
will be determined for both the Alaskan
and Northern Border segments. The
issues surrounding the setting of the
Operation Phase Rate for these two
segments, includirig project risk, cost'
changes, throughput changes, service
interruption, marketability and equity
capitalization, were set out and
discussed in the "Delegate Report"
released February 22,197 9.1

In that Report, the Delegate compared
the risks borne by investors during the
operation of the Alaska gas pipeline to
the risks borne by investors in a
coftventional or typical lower-48 states'
natural gas pipeline. Further, the
comments submitted pursuant to the
September 15, 1978 Notice of Proposed
Rulemaking in this docket by
Commission staff and Alaskan
Northwest also compared the operating
risks of this project with lower-48
pipelines. Based on a review of this
Report and the comments, the
Commissioi does not believe that
operation risks, on balance, are
significantly higher or lower than those
of the typical pipeline in the lower-48
states. Consequently, the Commission
proposes an Operation Phase Rate for
the Alaska segment that is within the
range of rates allowed by-the

- Footnotes continued from last page
interested parties of record and are hereby
incorporated into the-record of this proceeding.
These reports do not necessarily represent the
opinion of the Commission; they are merely in the
nature of "preliminary comments". The repoits
received are: Alaska-Gas Project Office, FERC,
"Price Indices for Adjusting the Cost Performance
Ratio of the Alaska Gas Pipeline- Analysis and
Recommendations" (March 29,1979) [hereinafter
cited as Alaska Gas Project Office Report]; Jerome
E. Hess, "Risk, Return and the IROR Plan: A Report
to the Federal Energy Regulatory Commission"
(March 1979] [hereinafter cited as Hass Report];
James D. McCullough. Institute for Defense
Analysis, "On the Treatment of Risk and
Uncertainty in Determining Change in Scope
Allowability and Center Point Establishment in the
Alaska Gas Pipeline IROR Mechanism" (March
1979) [hereinafter cited as McCullough Report];
Northwest Alaskan Pipeline Company, "Allowable
Cost Estimate Revisions Under the Incentive Rate of
Return" Procedure (March 3,1979) [hereinafter cited
as Northwest Alaskan, "Allowable Cost Estimate
Revisions"]; Northwest Alaskan Pipeline Company,
"Determining the Project Risk Premium for the
Alaska Segment of the Alaska Natural Gas
Transportation System" (March 7.1979) [hereinafter
cited as Northwest Alaskan, "Determining Project
Risk Premium"]; Northwest Alaskan Pipeline
Company, "Recommended Inflation Adjustment
Under the Incentive Rate of Return (IROR)
Procedure" (March 7.1979) [hereinafter cited as
Northwest Alaska "Recommended Inflation
Adjustment"].

2$Notice of Delegate Report and Order Directing
Tariff Filing, Docket No. RM78-12 [Feb. 22,1979).

Commission for most lower-48 pipelines.
The proposed rate is 13 percent.26 The
Commission invites comments on the
Alaska Delegate's report and on the
specific questions of whether the
OperationPhase Rate for the Alaska
segment should be higher or lower than
the rates allowed for other pipelines as'
well as the Operation Phase Rate
proposed here.

The Delegate's Report suggests that
because the Northern Border segment is
so closely skin to lower-48 construction
and operation, as compared to the
Alaskan segment, the risk during
operation for the Northern Border
segment should be less than that for the
Alaska segment, thereby justifying a
lower Operation Phase Rate for the
Northern Border segment. The tariffs
proposed by the project sponsors for
both segments of the pipeline would
penalize investors for service
interruptions by lowering the allowed
rate of return during the interruption.
Since the risk of service interruption is
lower for the more conventional
NorthernBorder pipeline design and
route, the Operation Phase Rate should
be lower than that allowed for the .
Alaskan segment. Consequently, the
Commission proposes an Operation
Phase Rate for the Northern Border
system of 12 percent, one percentage
point less than for the Alaska segment.
This rate would apply to all facilities for
the Northern Border system, including
facilities built to carry Alberta gas in
advance of Alaska gas. The Commission
invites comments and evidence
concerning the operation phase risks
and the proposed Operation Phage Rate
for the Northern Border segment.

b. Non-Incentive Rate. The IROR
mechanism instituted by the
Commission defines the Non-Incentive
Rate as the value of the Operation Phase
Rate plus an amount equal to the Project
Risk Premium. The Project Risk Premium
is intended to compensate equity
investors for the financial risks incurred
during the development, design, and
construction of the project. Northwest
Alaskan Pipeline Company has
prepared and made available to the
Commission a study on the Project Risk
Premium.2 The Commission finds a

2The Hass Report suggests that the Operation
Phase Rate should currently be 14.4 percent.
Professor Hess also suggests that the rate be tied to
the riskiess government bond rate through a formula
that adds 540 "base pbints" to the bond rate or 5.4
percentage points and the rate should fluctuate'as
interest rates change. With respect to the difference
between the Alaskan and Northern Border
segments, Professor Hess suggests a 2 percentage
point differential, i.e. that Northern Border should
be 2 p6ints lower than Alaska, or 12.4%.

2"Determining Project-Risk Premium." note 24
supra. For a similar approach to an analysis of the

great deal of merit in the methodology
and approach in that report and will
utilize many of its concepts in setting
the Non-Incentive.Rate,

"In the notice of proposed rulemaking
on September 15, 1978, the Commission
used an illustrative example of a Project
Risk Premium, equal to two percentage
points for the Alaska segment. Since
then, both the project sponsor and the
Alaska delegate's staff have done
additional studies on the risk during the
construction of the project and the
appropriate compensation for those
risks. The basic approach reflected in
these studies is to attempt to determine
what compensation should be provided
to investors after the successful
completion of the project to compensate
them for the risk that the project would
not be completed and all or part of their
invesiment would be lost.28

,The minimum compensation is that
which would make an investment in the
Alaska gas project a reasonable risk;
that is, the probability of successful
project completion multiplied by the
reward for completion should equal the
probability of non-completion multiplied
by the lost investment. However, the
two papers, that by the sponsor and that
by Professor Hass, differ substantially in
the probabilities of various outcomes
and in the rate of return that should be
granted if there were no risk of non-
completion.

The essential risk faced by the project
sponsors during the construction of the
project is' that the project will never be
completed and placed into dervice. Both
papers agree that the risk of prbject
abandonment diminishes as the project
moves.closer to completion, In fact, one
of the greatest risks of non-completion
occurs prior to the 'receipt of all the
necessary government approvals to
commence construction and firm
financial commitments. But once
financing has been obtained and the
necessary government approvals have
been granted, the risk of failure to
completerthe project decreases greatly.

The Commission believes that there
are four important Issues to be
determined prior to setting the Non-
Incentive Rate and invites comments on
these is.ues. The first is whether or not'
the Commission should compensate
investors for the risks borne during the
competitive proceedings before the

Project Risk Premium, see Hass Report, note 24
supro. Comments as to both of these approaches are
invited.

2A similar methodology was suggested by the
Commission's Office of Regulatory Analysis In Its
comments on the notice of September 15, 1970.
"Comments of the Office of Regulatory Analysis,
Federal Energy Regulatory Commission, on Revised
Notice of Proposed Rulemaking," Docket No. RM70-
12, at 10-11 (Oct. 13,1978).
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Federal Power Commission and prior to
the receipt of the conditional certificate
in December 1977.

The second issue is whether
compensation should be permitted for
the risk of preparing and perfecting
applications before this Commission.
The risk includes both the possibility
that the President and the Congress
would have chosen one of the other two
competing applications, and the
possibility that the project would be
abandoned prior to the granting of a
final certificate. In a normal or
conventional pipeline application, the
project development costs and the
probability of abandonment of the
project are smaller than for the Alaska
Gas Project, and competing applications
are rare. Is it reasonable then to
compensate investors for the risk that
the project would not be developed
beyond the Presidenfs Decision or the
receipt of a certificate from the
Commission if the project is in fact
completed?

Third issue is the magnitude of the
investor's potential loss in the event of
non-completion. Since the sponsors are
formed into a partnership, any profits
and losses accrue to the sponsoring
parent corporations. Investors may be
able to write off tax purposes
approximately half of any loss.
Furthermore, depending upon the
circumstances that cause the
abandonment of the project, the
Commission, in its discretion, could
permit the equity investors to recover a
portion of their investment in charges to
current gas customers. The issue then is
whether the Commission, in calculating
the Project Risk Premium proposed in
this-notice, should give any weight to
the possibility of recovering some of the
investment in the project through
charges to conumers in the event of non-
completion. This issue also extends to
whether applicants could have
reasonably anticipated recovering some.
of the expenses accrued in the
certification process if tfe project they
proposed were not selected by the
President

The fourth issue concerns the rate of
return on equity to be allowed if there is
no risk of non-completion. In other
words, if prior to the commencement of
operations the project was certain to be
completed, what would be the
appropriate return to allow investors? 2

For the Project Risk Premium proposed
in this notice, the Commission's analysis

The paper prepared by Professor Hess for the
Alaskan Delegate assumes that a riskless rate
would be appropirate if there were zero risk of non-
completion and uses a rate of interest of
approximately 8 percenL Hass Report. supra, note
24. at 2a 62.

assumes a rate of approximately 9.5
percent would be appropirate for the
project if there was a certainty of
completion and uses this rate as the
starting point for calculating the Project
Risk Premium.

Appendix A to this notice sets forth
the calculations to derive a value for the
Project Risk Premium. The methodology
generally follows the one advocated by
the project sponsors in their paper, with
the exception that a rate of return of 9.5
percent instead of the 15 percent
advanced by the project sponsors Is
used as the starting poinL In addition.
this methodology would compensate the
investors for the 67 percent chance (1
successful applicant among 3) that the
dondftional certificate resulting from the
President's Decision would have been
granted to one of the other two
competing applicants before the FPC
and the risk that their investment prior
to the Decision would have been lost.
Compensation for this risk was not
proposed in the prdject sponsors' report
on the Project Risk Premium.

Appena" A uses the probabilities
advocated by the project sponsors for
the risk of non-completion both prior to
receipt of a final certificate from this
Commision and prior to commencement
of service.30 Since the essence of setting
the Project Risk Premium Is to
compensate equity investors for their
perceived risks, it seems appropiate to
use the investors' estimate of the
probabilities of project abandonment.
However, the Commission does have
some reservations about the estimates
submitted by Alaskan Northwest of the
probability of roject abandonment and
construction schedules as perceived by
the investors, and requests comments on
the reasonableness of these
assumptions. The methodology
proposed by the sponsors also takes into
account that, in the event of non-
completion, the possibility that the
investors will be able to recover
approximately one-half of their
investment in the project through a write
off against income taxes. Based upon
Cases No. 3 and 5 in Appendix A, the
Commission proposes for purposes of
comment a Project Risk Premium of 4
percentage points for the Alaska
segment.

The probability of non-completion for
the Northern Border segment seems to
be less than that for the Alaska segment
because of the possibility of the pre-
delivery of Alberta gas. Because of the
lower risk of abandonment of the
Northern Border segment, the Premium

='Northwest Alaskan. "Determinlng Project Risk
Premium", note 24. supro. at 39.

proposed for purposes of comment for
this segment is 3 percentage points.

Thus, the Non-Incentive Rate
proposed for the Alaskan segment is 17
percent (the 13 percent Operations
Phase Rate plus 4 percent). The Non-
Incentive Rate proposed for the
Northern Border segment is 15 percent
(the 12 percent Operation Phase Rate
plus 3 percent), 31

c. IROR Risk Premium. In Order No.
17, the Commission defined the IROR
Risk Premium as that increase in rate of
return necessary to compensate equity
investors for the risks created by the
IROR mechanism. This Premium. when
added to the Non-Incentive Rate, yields
the Center Rate of Return.

Following the basic approach to risk
compensation proposed by Northwest
Alaskan in its paper on the Project Risk
Premium, the IROR Risk Premium must
be at least adequate to produce a
reasonably attractive opportunity for
equity investors. In other words, the
mean or expected profits or revenues
resulting from the imposition of the
IROR mechanism should be at least as
great as the revenues that would result
in the absence of the IROR mechanism.
(The mean or expected revenues is the
sum of the product of each level of
revenue times the probability of that
revenue occurring.) A risk-neutral
investor would then be indifferent to the
imposition of the MOR mechanism.

In choosing an illustrative example of
a 2 percent IROR Risk Premium in its
September 15 notice, the Commission
did not consider the possibility that a
zero IROR Risk Premium would produce
a reasonable opportunity for investors.
This results from the definition of the
Center-Point Cost Performance Ratio.
The Center Point is defined to be the
'mean or expected Cost Performance
Ratio.as

21Ia analyzing the methodology for setting the
Project Risk Premium, it has become apparent that
the Non-Incentive Rate should not be used as the
rate for calculsting the allowance for equity funds
used during constrction to be included in the rate
base of the project. Instead the Commisson now
proposes to use the Operation Phase Rate as the
AFUDC rate. This decision does not by ilselfredoce
The attractiveness of the equity lnvestment. Tis Is
discussed more fully in Appendix A.

32See Section ll( X2) nfr- To Illustrate this
result, the following table presents an example. In
this table the IROR schedule of rates of return Is
based on a Non-Incentive Rate of 17 percent. a
Marginal Rate of$ percent. a Center Point of 1.3.
and a zero MOR Risk Premium. This produces a
Center Rate to be earned at the Center Point of 17
percent. A probability distribution on the values of
the Cost Performance Ratio is assumed which
produces a mean or expected Cost Pefomance
Ratio of 1.3, thus satisfying the definition of the
Center Point. The present value of the future returns
to an equity Investment of l0s calculated based
on a 13 percent discount rate (equal to the
Operation Phase Rate). The return Incdes both the

Pootnotes continued on next page
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Expected (Mean) Return to Equity Investors

Cost Present
Probability Performance Incentive Value

Ratio Rate Equity
Return"

(%) . ()

.08 8.0 22.6, 41.75

.22 1.0 19.7 36.43

.25 1.2 17.8 31.32

.12 1.3 17.0 28.26

.10 1.4 16.4 ° 25.89

.09 1.6 15.3 20.00

.06 1.8 14.5 14.67

.05 2.0 13.9 6.52

.03 2.2 13.3 3.59

Expected Cost Performance Ratio;.1.30.
Expected Incentive Rate=17.6.
Expected Present Value Equity Return=$2828.
'Center Rate=t7.0%, Center Point=1.30.

Maginal Rate =8.0%.
-Present Value at 13.0% discount rate of return of equity

and return on equity at the IROR and 4% annual
depreclatiorL.

Simple calculations will produce the

result that the expected Incentive Rate
of Return is slightly greater than the
Center Rate and that the expected.
present value of the return to.equity
almost exactly equals the return at the
Center Rate of Return (17 percent). In
other words, no IROR Risk Premium is
needed to produce a reasonably
attractive investment opportunity.

Even though a zero IROR Risk
Premium will produce-such a chancd
and thus satisfy a risk-neutral investor,
an argument can be made that a positive
IROR Risk Premium is necessary
because inost investors dre not risk
neutral. An investor that is not risk
neutral is more concerned about the
"downside" OIotential of his investment'
(the bad results)-than he is attracted to
the upside potential (money gain] (the
good results). Simply a fair chance is not
adequate to compensate him-for the
general uncertainty in rates of return
created by the IROR mechanism. Thus, a
small IROR Risk Premium is necessary
to compensate the risk averse investor
as opposed to the risk-neutral investor.
It is proposed that for the Alaskan
segment the IROR Risk Premium should
be 0.5 percent and for the Northern
Border the IROR Risk Premium should
be 0.25 percent. These figures, when,
added to the Non-Incentive Rate of
Return, yield Center Rates of Return of
17.5 percent and 15.25 percent
respectively for the Alaskan and
Northern Border segments.

2. Center Point. The Center Pointis
the value for the Cost PerformanceRatio
that is the expected value.33 In other
words, the Center Point should measure
the level of cost overruns above the

Footnotes continued from last page
return of equity resulting from the depreciation of
the pipeline over a-25 year period on a straight line
basis and a return on equity at the rate indicated by
the IROR schedule.

3'For a detailed discussion of the Cost
Performance Ratio, see Section H(C), infra.

projected cost that is expected or likely
to occur. In statistical terms, the Center
Point is that level of costs obtained by
adding together each possible level of
costs multiplied by the probability of
that level of costs occurring. The :
President's Decision (p. 157) expected
costs overruns from the March 1977
estimates submitted by the project
sponsors to be approximately 30% for
Alaska (a Cost Performance Ratio of 1.3)
and approximately 10%.for Northern
Border (a Cost Performance Ratio of 1.1).

The Commission's proposal for the
Center Point is to base the Center Point
on the relationship between the March
1977 cost estimates and the Gertification
Cost Estimate. Specifically, the Center
Point for the Alaska segment shall equal
the ratio of the March 1977, estimate
(calculated.using the same pricps as the
Certification Estimate) to the
Certification Estimate multiplied by 1.3..
(The Decision estimated a 30 percent
cost overpaid for the Alaskan segment.
Decision at 157.) In-other words, if the
Certification Cost Estimate exceeds the
March 1977, estimate by 10 percent then
the Center Point shall be set equal to
1.18 (1.18=1.3/1.1).- -

The March 1977, estimate will be-
recalculated using the same prices for
labor and materials as used in the.
Certification Cost Estimate.3 Such a
recalculation is also anticipated to be
required in order to allow the
Commission to compare the March 1977,
estimate with the Certification Estimate
in order to determine that the'
Certification Estimate does not
"materially and unreasonably" exceed

-the March 1977, estimate.
For the Northern Border segment, the

Center Point shall equal the ratio of the
March 1977 , estimate to the Certification
Estimate multiplied by 1.1. (The
Decision estimated a 10 percent cost
overrun for Northern Border. Decision at
157). Again, the March 1977, estimate
shall be recalculated based on the prices
used in the Certification Estimate for
Northern Border. As an example, /

suppose that the certification Estimate
exceeds the March 1977, estimate by 6
percent. In this case the Center Point
would be set equal to 1.04 (1.04=1.1/
1.06).

At the time the Certification Estimate
'is submitted to the Commission, project
sponsors may petition the Commission
to alter.the values determined according
to the above procedure. The basis for
such a petition should be that the
expected or mean level-of costs exceed
the Certificatidn.Cost Estimate times the

5 1Both estimates shall also contain AFUDC
calculated from the Real Rate of Return. See Section
1c(](2).

-Center Point as determined by the above
procedure.

An alternative would be to postpone
setting any value for the Center Point
until after Certification Cost Estimates
are submitted to the Commission. This
.would allow a more complete and
thorough review of the potential for
overruns from this estimate. However, in
view of the project sponsors' request for
expedition in resolving uncertainties
surrounding the IROR mechanism,35 the
Commission proposes to establish the
above procedure or formula for the
Center Point as part of this rulemaking.

As emphasized in Order No. 17, the
March 1977 Cost Estimates will not be
used as the basis for the Cost
Performance Ratio. However, pursuant
to the President's Decision, the
Commission must determine that the
Certification Cost Estimates do not
"materially and unreasonably exceed"
the March 1977 estimate (Decision at
36).

A Cost Performance Ratio of 1.0
would occur if the Actual Capital Cost
of the project equals the Certification
Cost Estimate. With a value of the
Center Point equal to 1.3, the sponsors
would earn the Center Rate of Return for
the Alaska segment if actual costs
exceed the Certification Cost Estimate
by 30 percent.

3. Marginal Rate. The value of the
Marginal Rate plays an essential role in
determining the incentives to reduce
cost created by the IROR mechanism.
The Marginal Rate is the rate allowed
for cost increases. Consequently, the
Marginal Rate must be set at a value
low enough to discourage cost overruns
by making them unattractive.
. In the comments submitted on the
earlier notices of proposed rulemaking
concerning the IROR mechanism,38 a
number of alternative approaches were
proposed for setting the Marginal Rate.
The Marginal Rate should be set at a
level to discourage or make unattractive
investments in cost overruns for the
Alaska Gas Project, The various parties
who submitted comments disagreed on
what the level should be.

One view, expressed by Alaskan
Northwest in their comments to the
earlier notices, is that the Marginal Rate
need only be slightly less than the rates
of return available on other equity
investments in the U.S. economy. 31

Using a rate of return of 13 percent after

3AIaskan Northwest, Petition for Expedited
Rulemaking and Issuance of Final Order
Establishing Rate of Return Range, Docket No.
RM78-12 (Feb. is. 1979).

3 5See notes 10 and 11, supro.
3 1"Comments of Alaskan Northwest Natural Gas

Transportation Company, a Partnership," Docket
No. RM78-12, October 12,1978, pp. 10-19.
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taxes as a measure of the rates of return
that can be earned in other equity
investments, this would mean that the
Marginal Rate has to be only slightly
less than 13 percent to make investing in
overruns unprofitable.

However, a Marginal Rate only
slightly less than alternative equity rates
does not really create a significant
incentive because the return is likely to
exceed the cost ofcapital and therefore
be profitable. It seems reasonable that
the Marginal Rate must besubstantially
less than equity rates earned in other
investments to create a true incentive.
How much less-is a matter of judgment.

An alternative approach is to argue
that an incentive will be created only if
the Marginal Rate is set at a rate less
than what it will cost investors to raise
the funds necessary to make an equity
investment in overruns. This was the
approach used as an example in the
September 15,1978, Revised Notice of
Proposed Rulemaking (at 45). In that
notice it was argued that equity
investors would raise the funds
necessary to finance their equity
investment in an overrun by borrowing
approximately 60 percent of the cost and
selling equity common stock in their
parent corporations to raise the other 40
percent. As that notice indicated, this
would also result in a marginal rate of
approximately 8 percent.

A thirdpoint of view is that,
depending upon. the circumstances in
which the overrun occurs, an investment
in an oVerrun in this project may be
relative riskless. This would be true if
the overrun occurred near the end of
construction, and the project would be
economically viable and successful even
with the overran. In that case, the
Marginal Rate-should be less than the
rate obtainable on other riskless or
relatively riskless investments (e.g.,
long-term corporate or government
bonds). The rate of return on long-term
corporate or government bonds has
recently been in the range of 8 to 10
percent On balance, and after
reviewing these various arguments, the
Commission proposes that the Marginal
Rate should be 8 percent for both the
Alaska and Northern Border segments.

Alaskan Northwest has filed a
petition with the Commission requesting
that the Commission establish a "zone
of reasonableness" an upper and lower
boundary to the IROR schedule.38 For
the lower boundary, this may result in a
Marginal Rate equal to that boundary or
floor. A high level for the floor would

33APaskan Northwest Natural Gas Co, "Petition
for Expedited Rulemaking and Issuance of Final
Order Establishing Rate of Return Range". Docket
No. RM7S-12 [Feb. 15.179).

then diminish the incentives to reduce
cost overruns created by the IROR
mechanism. On the other hand, a floor
and a ceiling would reduce uncertainty
and risk to equity investors and may
assist financing. A ceiling would also
have the beneficial impact of placing an
upper bound on the rate of return on
equfty that consumers could be required
to pay. The issue of the "zone of
reasonableness" shall be consolidated
with the other IROR issues and rates of
return discussed in this notice and will
be resolved pursuant to this rulemaking.

The Commission solicits comments on
the petition by the sponsors (a copy is
attached to this notice) and invites
suggestions for values of the floor and
ceiling. " The Commission particularly
requests comments on (1) the
relationship between the floor and other
IROR parameters (e.g., a floorrequiring
a reduced Marginal Rate to maintain the
incentive to control costs), (2) the impact
of a floor on equity and debt financing,
(3) the requirement in the President's
Decision that the IROR mechanism
provide "substantial incentives" to
reduce construction costs (Decision at
37), and (4) the impact on the IROR Risk
Premium.

C. Cost Performance Ratio
The Cost Performance Ratio is the

measure of cost overrun or underrun as
compared to Projected Capital Costs'
(costs initially projected by the
sponsors). Three important aspects of
the Cost PerformanceRatio are: the cost
estimates used to establish the Projected
Capital Costs figure; the previously
discussed Center Point; and the
calculation of the allowance for funds
used during construction (AFUDC). In
addition, the Cost Performance Ratio is
influenced by considerations of which
costs the sponsors will be held
accountable. The succeeding sections of
this notice, in discussing the Change-in-
Scope Mechanism and Inflation
Adjustnient, address these latter two
considerations.

1. Cost Estimates. Order No. 17
specified that the Projected Capital
Costs for the project (the denominator of
the Cost Performance Ratio) will be
based upon the Certification Cost and
Schedule Estimates submitted to the
Commission prior to the final
certification of the project. The
President's Decision states that the
Commission may decide not to issue a
certificate if this cost estimate"materially and unreasonably exceeds"

'In requesting comment on this issue the
Commission expresses no opinion as to the
sufficiency of the legs) arguments advanced by
petitioner.

cost estimates submitted by the project
sponsors in March 1977. (Decision at 36).

The Commission intends that the
Certification Cost and Schedule
Estimate (submitted prior to the
issuance of a final certificate of public
convenience and necessity shall be the
basis for the Projected Capital Costs in
the Cost Performance Ratio. However,
because of the extensive project
development that must go forward even
after the Certification Cost and Schedule
Estimate has been submitted and
approved by the Commission, and
because of the unconventional nature of
the pipeline design and routing, the
Commission proposes to allow the cost
estimate to be revised as later design
changes occur. The President's Decision
(p. 29) requires that the project sponsors
submit a final design to the Federal
Inspector prior to the initiation of actual
construction. At the time of the
submission of the final design to the
Federal Inspector, the Commission
proposes to allow the project sponsors
to submit a revised certification cost
estimate incorporating changes in cost
resulting from design changes. With the
advice of the Federal Inspector, the
Commission will again make a
determination whether the Certification
Cost Estimate as adjusted for changesin
pipeline design does '"materially and
unreasonably exceed" the March, 1977,
estimate. The Commission invites
comments or- this procedure.

Changes in design may cause a
change in the quantity or type of labor
and materials or a change in
construction techniques and schedule.
The resulting changes in costs if
approved by the Commission will be
incorporated in the Certification Cost
Estimate. However, the prices used in
the preparation of the Certification Cost
Estimate approved by the Commission
shall ntt be altered as a result of design
changes. All adjustments for price
changes shall be through the Inflation
Adjustment Mechanism described
below. However, if the design changes
result in significant changes in the
importance of a cost category then the
weights used to construct the cost index
may be changed.

2. Real Rate of Re.tu. In Order No.
17, the Commission defined a Real Rate
of Return as the rate used to calculate
the AFUDC or interest during
construction included in the Projected
Capital Costs and the Actual Capital
Costs for the project. It must be
emphasized that this rate of return will
not be used to calculate the AFUDC to
be included in the rate base for
determining cost of service. The only
usi of the Real Rate of Return is for the
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purpose of determining the Cost
Performance Ratio in the IROR
mechanism.

The Real Rate of Return used as an
illustrative example in Order No. 17 was
5 percent. This value still seems
reasonable and is the value proposed by
the Commission in this notice for both -

segments of the project. The
Commission solicits comments and
alternative values for this return.

3. Relation to the Center Point.-The
Center Point Ratio is the ration which is
the expected or mean value of the Cost
Performance Ratio. In 8ther words,-it is
a measure of the expected or mean •
value for cost overruns for the project. 40
It is the Commission's intention to
specify a formula or procedure to
determine the Center Point for the
Alaska segment and the Northern
Border segment as part of this
rulemaking. The value of of the Center
Point is dependent-upon the Change-in-
Scope Mechanism adopted by the ...
Commission. The Center Point should be
a measure of the mean or expected level
of costs for which the project sponsors
are to be held responsible and Would
not include changes in costs that are
covered by the Change-in-Scope
Mechanism. Consequently, a very
liberal Change-in-Scope Mechanism that
classified a large portion of cost
increases into the non-penalty category
would mean that the Commission-would
choose a lesser Center Point than'would'
otherwise be the case. Conversely, if
very few or no changes in scope are
allowed and consequently the project
sponsors are held accountable in the
IROR mechanism for almost all cost
increase, the Center Point should be
greater. The paper prepared by the
Institute for Defense Analysis analyzes
the relationship between Change-in-
Scope and Center Point.41

MI. Change-in-Scope
In this rulemaking, the Commission

intends to specify the Change-in-Scope
Procedure which is an essential part of
the Incentive Rate of Return mechanism.
This notice will discuss alternative
Change-in-Scope Procedures and will
propose a specific procedure. Interested
parties are invited to comment on the

"°The concept of mean or expected value used
hem Is the definition from statistical theory, which
is the weighted average of all possible outcomes
where each possible Cost Performance Ratio Is
weighted by theprobability of that ratio occurring.
If the probability distribution of costs for the project
Is skewed to the right thenthe meanor expected
value of the Cost Performance Ratio will be to the
right of both the modal value (the value that has the
highest single probability oftoccurring) or the
median value (the value for which there is a 50
percent chance of exceeding).

,McCullough Report; note 24 supra.

proposed Change-in-Scope Procedure
and to suggestion alternatives or
improvements.

42

The basic intent of the Incentive Rate
of Return mechanism is to lower the
allowed rate of return for equity
investors as costs for the project rise
relative to the projected cost or to
increase rates of return as costs are -
reduced. This mechanism is to provide
an incentive for project managers to ^ -
keep costs as low as possible. However,
it is the intent of the Commission not to :
penalize project sponsors for some cost ,

increases. The mechanism for'specifying
cost increases that will not result in a
penalty, on the rate of return is the
Change-in-Scope Procedtire.

A. Goals
In developing a Change-in-Scope

Procedure for the IROR mechanism, the
Commission hopes to achieve four goals.
The first is to maintain and not dilute
the incentivetoreduce costs created by.
the IROR mechanism.
.In the comments on the earlier notices

of proposed rulemakii concerning the
IROR mechanism the project sponsors
stressed-the importance of
distinguishing between costs under the
control of the sppnsors and costs
beyond their control in determining
which cost increases would result in a
penalty in rate of returnm 3 In practice it
is unlikely that any cost increase will be
either totally under the control of the
project sponsors or totally beyond their
controL In fact, all cost increases will be
controllable by the project sponsors in
varying degrees. In many cases the
specific event that causes the cost
increase may be beyond the control of
the sponsors, yet the sponsors would
have a major influence over the size of'
the costincrease. Good project
management could keep the cost impact
of an unanticipated event very low
while inefficient management could
allow major cost increases to occur.
Consequently, any attempt to place all
unanticipated cost increases into an
uncontrollable category will inevitably,
mean that many cost increases over-
which the project sponsors do have
some control will be classified as
uncontrollable. This would dilute or
weaken the incentives to control or
manage costs. .

The second goal is to reduce the
administrative burden of implementing
the Incentive Rate of Return mechanism
for this Commission, the Federal
Inspector, and the project sponsors. An

'See, e.g., Northweit Alaskan, "AllowableCost
Estimate Revisions", note 24. supir.

"See. eg., Comments of Alaskan Northwest Natural Gas
Transportation Company a Partnership." June 22 197,
Docket No. RM 78-iz at 10-14.

elaborate and complicated Change-in-
Scope Mechanism could result in major
administrative'burdens for all parties
concerned.

The third goal is to develop clear and
unambiguous rules for the Change-in-
Scope Procedure in order to reduce
future controversy or disagreement.
Major controversies and legal conflicts
have developed in contracting
procedures used by the Defense
Department or between prate firms
over wh6 is responsible for cost
overruns. A major goal of the
Commission Is to ninimize the potential
for such disagreement and conflict.

One of the difficulties in creating an
incentive mechanism is that incentives
may be created that were not
anticipated and are undesirable or
perverse. The fourth goal Is to prevent
this possibility. The Defense Department
experience with incentive contracting
provides examples of where incentives
for contractors turned out to be quite
different from those anticipated by the
develodpers of the incentive contract
mechanism.

B. Proposed Procedure
In order to achieve the four goals

described above, the Commission
proposes a Change-in-Scope Mechanism
that will place most of the responsibility
for cost increases on the project
sponsors." Only cost increases resulting
from four events will be classified as
nonpenalty cost increases. If one of
these four events occurs, the Projected
Capital Cost of the project will be
altered prior to determining the Cost
Performance Ratio. The events are (1)
wars, (2) any disaster declared by the
President of the United States pursuant
to the Disaster Relief Act of 1974, Pub. L
93-288,-88 Stat. 143, (3) major design
changes compelled by changes in
Federal or State laws or regulations
applicable to natural gas pipelines
enacted or adopted subsequent to the
Federal Inspector's approval of the final
design of the pipeline, and (4) major
changes in pipeline routing or capacity
ordered by Federal or State
Governments for the Alaska Natural'
Gas Transportation System from that
approved by the Federal inspector in the
final design of the pipeline.

Further, the Commission believes that
the project sponsors or investors in any
one segment, Alaskan or Northern
Border (see text-accompanying note'2,
supra), of the pipeline should not be

"It should be noted that the center rate has been
set in recognition of the degree of responsibility for
cost increases which thaproposed Change-in-Scope
mechanism will impose upon the project sponsors.
A lesser degree of responsibility would argue ford
lower center rate.
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responsible for cost increases resulting
from construction delays in the other
segments, or from a delay in the
initiation of gas production at Prudhoe
Bay. This will be accomplished by
defining the Actual Capital Cost for a
segment as those costs incurred up to
the point that segment is capable of
rendering service even though other
segments are not yet capable of
rendering service or gas is not capable
of delivery from Prudhoe Bay. In other
words, AFUDC will cease to be added
to the Actual Capital Costs for a
segment when that segment is complete
and ready to begin transporting gas
even iffor whatever reason, it is not
actually transporting gas."

-This Change-in-Scope Mechanism
should achieve the four above-described
goals. The mechanism provides for
maximum incentives to reduce costs
since almost all cost increases would be
the responsibility of the project
sponsors. The proposed procedure will
not impose a major administrative
burden on either the Government or the
project sponsors since the changes in
scope for which the Projected Capital
Cost for the project may be altered are
likely to be few in number. It is unlikely
that there will be substantial
disagreement or controversy over the
procedure during the course of
construction. The final design submitted
to the Federal Inspector pursuant to the
President's Decision will be of such
detail that any Government-ordered
changes that altered the pipeline route
or pipeline capacity should be capable
of identification. Finally, because the
changes in scope are few in number,
there is little opportunity for
manipulation-of the Change-in-Scope
Mechanism.
C. The.Project Sponsors'Alternative

In its paper on the subject, Northwest
Alaskan proposes-an elaborate and
complex procedure for altering the
Projected Capital Costs of the project for
broad categories of events.- The
drawback of this proposed procedure is
that it would fail to satisfy any of the
four goals described above.

"This applies only to the computation of the Cost
Performance Ratio and not to amounts capitalized
for rate purposes. Also, it is not intended to indicate
when charges to shippers are to be levied. Actual
Capital Casts is a concept developed solely for the
IROR mechanism and differs in a number of
important ways from the conventional concept of
rate base used to determine transportation rates for
pipelines. It must be emphasized that any rules or
procedures for determining Actual Capital Costs do
not effect other Commission procedures which have
been or will be established for calculating rate base
and transportation rates for the Alaska gas project
or any other project.

"Alaskan Northwest. "Allowable Cost Estimate
Revisons". note 24, supro;

Under the sponsors' proposed
procedure, so many cost increases could
be classified as a change in scope, the
incentives to reduce costs would be
diluted. In addition, the administrative
burden involved in administrating this
complex procedure seems large. The
rules for deciding when a change in
scope has occurred, and for determining
the resulting increase in projected costs,
are not clear or precise in the sponsors'
proposal and could result in a great deal
of controversy and disagreement.
Finally, because of the complexity of
this procedure, perverse incentives may
be created. The paper prepared for the
Alaskan Delegate by the Institute for
Defense Analysis (IDA) attempts to
further refine some of the concepts
introduced by Northwest Alaskan by
using probability distributions on
uncertain events and parameters
affecting costs.4 However, the
proposals of IDA do not seem to be any
more practical or desirable than the
proposals by Alaskan Northwest.

D. Relation to Other Parameters

As described earlier, the Change-in-
Scope Mechanism must be compatible
with other parameters of the Incentive
Rate of Return mechanism, in particular,
the Center Point and IROR Risk
Premium. Since the Commission's
proposed Change-in-Scope Mechanism
would not allow the projected cost of
the project to be increased except in a
few situations, the Center Point should
measure the expected cost of the project
including an allowance for cost overruns-
that could result from unanticipated
events. If a very liberal Change-in-Scope
Mechanism were adopted by the
Commission, where many cost increases
would be classified as resulting from a
change in scope, and thus the projected
cost of the project would be increased.
then the Center Point should be reduced
to 1.0 or less.

Similarly, a very liberal Change-in-
Scope Mechanism would greatly reduce
the uncertainty in rates of return that is
created by the IROR mechanism and -

thus would be an argument for reducing
-the IROR Risk Premium and the Center
Rate. Also, the Commission's proposal
to allow the projected cost of the project
to be altered between the time the
Certification Cost Estimate is approved
by the Commission and the submission
of the final pipeline design to the
Federal Inspector greatly reduces the
potential for unanticipated increases in
construction costs due to changes in
pipeline design.

'"McCullough Report, note 24. sup=

E. Conflict Resolution
Even though the number of events for

which the projected costs of the project
will be altered are limited in number
and are not likely to occur with great
frequency, it is still important that the
Commission establish a procedua to
determine if a change in scope has
occurred and the size of the resulting
change in Projected Capital Costs. When
the change in scope has occurred, the
project sponsors shall submit to the
Federal Inspector both an explanation of
the change in scope and an estimate of
the increase in Prdjected Capital Costs
for the project. The decision of the
Federal Inspector will be final.4

In order to minimize any uncertainty
about this procedure, the Commission
intends for the Federal Inspector to act
on each change in scope case as
expeditiously as possible after the
alleged change in scope has occurred
Comments on this procedure are invited.

IV. Inflation Adjustment
In Order No. 17, the Commission

determined that it would not be
reasonable to penalize project sponsors
for cost increases that were the result of
general inflation in the U.S. economy.
Consequently, the Commission intends
to adjust Actual Capital Costs for the
project by a measure of the rate of
inflation so that both the Deflated
Actual Capital Costs and the Projected
Capital Costs are calculated in the same
base-year prices; those being either 1978
or 1979. The Alaskan Delegate,4 and the
project sponsors" have prepared papers
on the inflation adjustment mechanism
and the Commisson invites comments
on their approach to inflation
adjustment.

The inflation adjustment procedure
also plays a role in determining the risks
to be borne by the equity investors
resulting from the Incentive Rate of
Return mechanism. An inflation
adjustment mechanism that closely
tracks actual prices paid by project
sponsors will provide greater protection
(and thus reduce risks for unanticipated
inflation) than will an index that is more
broadly based and may nof accurately
track pipeline construction costs for this
project. Thus, the choice of inflation
adjustment procedure plays a role in

"This procedure is premised upon Congressional
action adopting the President's Limited
Reorganization man establishing the Office of the
Federal Inspector, as dlscussed.tn the Presidenrs
Deciio. In the event that this plan is not adopted.
or adopted In a form which precludes the above-
described procedure, the Commission will propose
an amendment to the procedume.

"Nothwest Alaskan. "Recommended Inflation
Adjustment", note 24 s.zpm.

"Alaska Gas Project OMce Report, note 24
supr .
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determining the size of the IROR Risk
Premium and thus the Center Rate.

There are a number of alternative
methods for adjusting actualcosts for
inflation. This notice will propose a
specific procedure for the inflation
adjustment and invites comments,
criticisms and suggestions for
alternatives as part of this rulemaking.

A. Proposed Procedure
The Cost Performance Ratio is the

ratio of Deflated Actual Capital Cost to
Projected Capital Cost. Actual Capital
Costs must Ile deflated to the same base
year for cost estimati6n as was used in
the preparation of the Projected Capital
Costs. The Commisslonintends to
develop an inflation index that will
measure the increases in construction
cost for the project resulting from
general inflation in the U.S. economy.,
This index will be used to deflate the
Actual Capital Costs to base-year
prices. In reviewing the proposals by the
project sponsors and the Alaska
Delegate for an inflation adjustment
mechanism, the Commission proposes a
procedure similar to that advocated by
the project sponsors but with some
important exceptions. In choosing an
inflation adjustment mechanisms, the
Commission has the same principles or
goals in mind as for the Change-in- -

Scope Mechanism. 5

The proposed inflation adjustment
procedure'has four primary features:

(1) The index usedwill be a
"composite" or "hybrid" index
calculated as a weighted average of
existing published indices. The
Commission does not propose to use,

'actual prices paid by the project
sponsors for goods or services as a
measure of inflation for any cost -
category.

(2) Approximately 40 categories of
costs will be used and an index chosen
that measures the inflation in costs for
that category. 52 The index chosen will
be representative of overall inflationary
experience in the U.S. economy for that
cost category and will not be oriented
toward and conditions attached to this
notice specify the cost categories and
the index to be used for each. (Terms
and Conditions, Nos 5 and 8.) '

(3) The weights used to calculate the
average of the 40 indices will be based
on the projected costs of the project
sponsors. At the time the project"
sponsors submit their Certification Cost
Estimate, they W be required to divide
their, projected costs into each of the 40
cost categories for each year.or quarter..
Each cost category's proportion of total

't See Section MI(A), supra.
52See Condition 18, infra (Schedule).

costs in that year or quarter will then be
used to weight that cost category. The
project sponsors may, at their
convenience, choose to utilize either
annual or quarterly weights.

(4) For any construction that occurs
beyond the projected construction
schedule for the project, the weights
specified for the last year of the
projected construction period will be the
weights used.

Since the project sponsors have no
way of influencing or controlling how
the inflation adjustment mechanism will
work during the construction peridd,
maximum incentive will be given to the
project sponsors to procure materials
and hire labor at the lowest possible
wages and prices.

The Inflation Adjustment Procedure,
including the establishment of the
weights for the index and the choice of
indices to be used, will have been
developed prior to 6 e beginning of
construction. Therefore, the
administration of the procedure during
the construction period should be simple
and uncomplicated and not place a large
administrative burden on either the
Commission or the project sponsors. The
danger of a more complex and elaborate
inflation mechanism is that it creates
undesirable and.perverse incentives that
no one can now anticipate and thus
defeat the purpose of the Incentive Rate
of Return mechanism.
B. Use 'of Actual Prices

The project sponsors have argued that
Jor certain categories of costs, especially
major items such as labor or steel, no
-existing indbx accurately measures
inflation in these prices. Therefore the
project sponsors may experience price
increases greater or less than that
measured by any existing index; thus
the sponsors propose to use actual
prices paid as an "index".3

The Commission does not favor the
use of actual prices paid as-a measure of
inflation,,especially for such major
categories of project cost as labor and
steel Such an'approach would eliminate
any incentive created by the IROR
mechanism to reduce prices paid for
these goods and-services. Eliminating
the incentive to reduce these prices
created by the IROR mechansim would
not meet the requirement in the
President's Decision to develop an IROR
mechanism that provides substantial
incentives-to reduce costs (Decision at
37).

The Commission understands that
because of the huge size of the project
and its location in Alaska it is quite

'"Alaskan Northwest, "Recommended Inflation
Adjustment." supra note 24 at 7.

-possible for the project sponsors to
experience unique or special
circumstances in negotiating labor wago
rates and prices for steel pipe.
Consequently, the project sponsors may
pay prices for labor and steel that are
different from the prices paid in other
construction projects in other parts of
the country. In submitting their
Certification Cost Estimates for the
project, the project sponsors should take
these special circumstances into account
in estimating the prices to be paid.

For example, since Alaskan wages are
substantially higher than in other parts
of the country, the Commission
anticipates that the wage rates fqr labor
used in the Certification Cost and
Schedule Estimate will reflect the
premium that one must pay for labor in
the high-cost area of Alaska. This would
seem to provide adequate protection to
the project sponsors for the unique
circumstances for construction In
Alaska. Thereafter, a more broadly-
based national index of increases in
wage rates will be used as a measure of
inflation both for increases in Alaskan
wages as well as in the lower-48 states.
Similarly, in the estimate of prices paid
for steel included in the Certification
Cost Estimate, the project sponsors
should include their best estimate of the
price that they will have to pay for steel
pipe including any special premiums or
discounts resulting from the large size or
other special features of the order.

C Alternative Weighting Schemes

There are a number of other possible,
methods for calculating the weights to
be used in the hybrid cost index.
However, they all appear less desirable
than the method proposed above. For
example, instead of having weights that
changed from year to year or from
quarter to quarter, it is possible to use
constant weights over the entire
construction period. However, this
would not accurately reflect any

--difference in timing expenditures for
each category of cost. If in any one year
or quarter the project sponsors spend a
large amount for a particular category of
costs, then that category should receive
a larger weight in the cost index for that
year or quarter.

A second alternative is to base the
weights on actual costs incurred rather
than on projected costs. For example,
the weight given to steel could be based
on the actual proportion of total costs
accounted for by steel rather than on the
initial estimate by the sponsors. This
might be an acceptable approach.
However, it may impose a major
administrative burden on the project
sponsors. To divide-actual costs into 40
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categories could require a heavy
investment of time and money by
project sponsors and their
subcontractors. It may also impose a
major burden on the Commission staff
and the Federal Inspector to review the
resulting detailed breakdown of actual
costs incurred.

The third alternative, which was
suggested by the project sponsors, is to
allow the sponsors to submit new
estimates of weights prior to each
quarter." The major concern of the
Commission is that the quarterly review
of submitted weights would impose a
major administrative burden on the
Commission or the Federal Inspector to
determine reasonableness. Moreover,
the alternative has the potential for
involving the project in considerable
controversy during the construction
period if disagreement should occur
about the size of these weights.

A simple alternative would be to use a
single existing index from the many
published by Government and private
firms to deflate total costs. An example
would be the Gross National Product
(GNP) deflator for non-residential
construction. However, since this is an
index that is-appropriate for the average
or typical mix of goods and services
used in non-residential construction, it
may not accurately represent the mix of
goods and services used in pipeline
construction. Consequently, this
imposes-the risk on the project sponsors
that their actual inflation rates could be
substantially higher or lower than that
measured by the GNP deflator. The use
of a single index does not bias the
inflation adjustment mechanism against -
or in favor of the sponsors; it does,
however, create more uncertainty in the
application of the IROR.

V. Tariff Issues
On March 12, 1979, the project

sponsors for the Alaska and Northern
Border segments of the ANGTS filed
their proposed tariffs with the
Commission pusuant to the
Commission's order and notice of
February 22,1979.5- Interested parties
are hereby notified that these tariffs
have been filed with the Commission.
Comments, protests, and interventions
concerning the tariffs should be
submitted to the Commission as part of
the comments and reply comments
submitted pursuant to this notice of
proposed rulemaking. The intent of the
Commission is to resolve tariff issues as
well as to decide the rates of return and
other features of the Incentive Rate of

"54 Icd
" "Notice -of Delegate Report and Order Directing

Tariff Filing" DocketNo. RM7B-12 (Feb. 22,1979.

Return mechanism as part of a single
rulemaking procedure.

The report of the Alaska Delegate on
the tariff and Operation Phase Rate
issues identifies four major tariff issues
that affect the risk borne by the project
sponsors as being controversial."In
their filed tariffs, the project sponsors
have proposed resolutions for these
issues in the form of specific tariff
provisions.

Interested parties are invited to
submit comments on whether the tariffs
proposed by the project sponsors should
be adopted, satisfy the requirements of
the President's Decision, are supported
by the evidence presented before the
Commission in Docket Nos. CP75-96, et
al (El Paso Alaska, et al ) and meet the
requirements of the Natural Gas Act. In
this matter, the sponsors are specifically
directed to submit as a part of their
comments the reasons that the tariffs, as
filed, conform to the Decision and are
supportrd by the evidence in Docket
Nos. CP75-96, et al. The future
Commission order issued after the
rulemaking procedure initiated by this
notice will either approve the filed
tariffs of the project sponsors or will
require modifications based upon the
comments received pursuant to this
notice. If for some tariff issues the
comments received do not provide an
adequate factual record on which the
Commission can make a decision, then
the Commission may specify further
administrative procedures.

The Commission will reserve one
tariff issue for resolution in the
proceeding dealing with the applications
to "pre-build" a portion of the Alaska
gas pipeline to transport Canadian gas
in advance of Alaskan gas (Docket Nos.
CP78-123, et a). This Issue is the
depreciation rate to be used in
calculating the cost of service for
Canadian gas transported through the
Northern Border Pipeline. The
relationship between the depreciation
rate and the financing of the "pre-built"
facilities and the Alaska segment
requires that this issue be considered in
Docket Nos. CP78-123, et al. In
particular, the Commission believes that
the relationsPip between the
depreciation rate and the future delivery
of Alaska gas can not adequately be
resolved in this rulemaking.

This rulemaking will only consider the
filed tariffs of the companies owning
and operating the Alaska and Northern
Border segments of the Alaska gas
transportation system. Tariffs of

"These were the billing commencement date.
Interim rate phasing, penalty for service
Interruption. and billing procedure. Delegates
Memorandum. note S supra.

companies that have purchased Prudhoe
Bay gas and intend to transport this gas
through the Alaska gas system
("shippers") will be considered at a later
date after gas purchase contracts have
been negotiated and tariffs have been
submitted to the Commission for
approval.

The tariff for Northern Border
primarily covers the transportation of
Alberta gas as part of an "advance
delivery" or "pre-delivery" project.
Amendments to that tariff may be
necessary before the transportation of
Alaskan or other gas can take place.

VI. Summary of Commission's Proposal

Order No. 17 left three major IROR
issues or parameters to be resolved in a
future proceeding. These are (1] the
Change in Scope procedure, (2] the
inflation adjustment procedure, and (3)
the IROR schedule.

Once the Federal Inspector gives the
go-ahead to begin construction after the
final design has been approved, the
Projected Capital Costs for the project
(the denominator of the Cost
Performance Ratio) will only be altered
in the event of (1) wars, (2) any disaster
declared by the President of the United
States pursuant to the Disaster Relief
Act of 1974, Pub. L 93-288 88 Stat. 143,
(3) major design changes compelled by
changes in Federal or State law or
regulations applicable to natural gas
pipelines enacted or adopted
subsequent to the Federal Inspector's
approval of the final design of the
pipeline, and (4) major changes in
pipeline routing or capacity ordered by
Federal or State Governments for the
Alaska Natural Gas Transportation
Systei from that approved by the
Federal Inspector in the final design of
the pipeline. Upon application by the
project sponsors, the Federal Inspector
will determine whether a change in
scope has occtirred, andif so, the
resulting change in the Projected Capital
Costs.

Prior to the approval of the final
design by the Federal Inspector, the
Commission will allow the Certification
Cost Estimate to be revised to account
for any major changes from the design
assumed in the preparation of the
Certification Cost Estimate.

The adjustment of the Actual Capital
Costs of the project to account for
general inflation in the economy will be
done through a single composite cost
-index. This cost index will be the
weighted average of some 40 indices
published by the Federal Government or
respected private firms. Each index will
measure the inflationary experience in
one cost category. The weights will be
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derived from the importance of
category in the projected cost of
project.

The following three tables spe
values for the parameters that d
the IROR schedule and provide'
IROR schedule itself for the Ala
Northern Border segments. For t
Alaska segment, the proposed Ii
scheduled would allow a 23 per
of return if the actual costs of th
adjusted for inflation are the sa
projected in the Certification Co
Estimate. At a 30.percent overru
Cost Performance Ratio of 1.3),
return drops to 17.5 percent (the
Rate). At an overrun of approxin
150 percent (a, Cost Performanc
2.47], the allowed rate would'dr
percent.

For the Northern Border segm
proposed IROR schedule would
16 percent return if actual costs
segment adjusted for inflation a
same as projected in the Certifi
Estimate. At a 10 percent overru
rate would drop to 15.25 percent
Center Rate). At a 60 percent ov
Cost Performance Ratio of 1.6),
allowed rate would drop to 13 p

Table 1.-Proposed tROR Parame

Alaska
segment

Center Point, 1.S
Operation Phase Rate (%) . 13.0
Non-Incertive Rate (%) 17.0
Center Rate (%)- - 117-5
Marginal Rage (%) 8.0
Real Rate (%) , ., 5.0

*Assumes that the Certification Cost Extimate
AFUDC equals the March 1977 estimate plus AS
reclaculated In the same base year prices used
the Certifcation Estimate.

Table 2.-Proposed IROR Formj

R=Incentive Rate of Return.
A=Cost Pertormance Ratio.

-*Ala.skIa Segment
Northern Border
R= [(17.51.3) +8(A-1.3)/A
=8+12.351A.

Norttern Border
R = (15.251(1.1)+8(A-1.1.)]/A

+8+7.95/A

Table 3.-Proposed IROR Sched

IR
Cost perfrmance ratio

Alaska

0.8 .... 23.44
1 .0 . . 20.35
1.1 .. . .19.23
1.2 18.29

17.50
1.4 ...... 16.82
1.6 . .. .15.72

14.86
2.0. .-...-, 14.18
2.2. - 13.61
2.4- 13.15

hat cost VII. Written Comment Procedures

The Commission invites interested
persons including Staff to submit written

cify the data, views, and other information
etermine concerning the matters set forth in this
the , notice. An original and 14 copies should
ska and be filed by May'4,1979. All comments
he should be verified and submitted to the
ROR Federal Energy Regulatory Commission,
cent rate Office of the Secretary, 825 North
e project Capitol Street, NE., Washington D.C.
me as 20426 and should reference Docket No.
ist RM78-12. All written submissions will
n (a be placed in the Commission's public
lhe files and will be available for public
eter .inspection in the Commission's Office'of

stately Public Information, 825 North Capitol
Ratio of Street, NE., Washington, D.C. during

op to'13 regular business hours.

ent, the •Because of the complexity and
allo ahe importance of the issues presented in
allow a this notice, the Commission intends that
of the those participating in this proceeding
re the should serve their comments on other
cate Cost participants, and have an opportunity to
n, the respond to the initial comments made in
(the response to this notice. In order for this.

errun (a to take place, any person intending to
the participate in this proceeding shall
ercent. notify the Secretary of the Commission
tets in writing on or before April 16, 1979. A.

service list will then be prepared and
Notern mailed to those who have stated an
border- intention to participate. The initial

'comments shall be filed with the Office,
1 of the Secretary as stated above. In

15.0 addition, each party shall serve their
15.25 initial comments by May 4,1979 to those

8.0 on the service list. Reply comments are
to be verified and filed with the Office

plus of the Secretary in accordance with the
UDC above procedures by May 16, 1979, andt shall be servedupon parties listed on

the service list by the same date.
Those persons wishing to make oral

"presentation of data, views and
arguments on particular matters may '

petition the Commission for oral
argument.Such petition should carefully
describe the issue(s) and the reasons for
.having them argued.

In providing proper service of the
'ule initial comments and any reply

comments, attention is directed to the
OR regulations ofthe Commission found at

18 C.F.R. 1.17(b) [1977] which permits
Northern service by mail. In addition, those who
border provide comments and reply comments

7.97 are directed to the subscription and
15.98 verification provisions found at 18 C.F.R.
14.65 1.16 [1977].
14.13 In order that all interested parties may
13.7 be apprised of this matter, the12.98

1243 Commission orders that the Secretary, in
11.99 addition to publishing this notice in the
11.63
11.32 Federal Register, shall serve copies of

the same to all parties of record in

Docket Nos, CP78-123, CP78-124, CP7-
125, RM78-12, and related dockets, said
service to be accomplished pursuant t6
18 C.F.R. 1.17 [1977].
(Natural Gas Act, as amended, 15 U.S.C.
§ § 717, et seq.; Natural Gas Policy Act of
1978, Pub. L No. 95-621, 92 Stat. 3350 (1970);
Department of Energy Organization Act, Pub
L No. 95-91; Executive Order No. 1200, 42
FR 46267; DOE Delegation Order No. 0204-0,
42 FR 61491; Alaska Natural Gas
Transportation Act of 1976,15 U.S.C. §§ 710,
et seq.; President's Decision and Report to
Congress on the Alaska Natural Gas
Transportation System, approved by joint
resolution, Pub. L. No. 95-158, 91 Stat. 1268
(1977); Administrative procedure Act, 5
U.S.C. § 553.)

In consideration of the foregoing, and
subject to further modification following
comment and hearing respecting the
proposed Terms and Conditions, the
following list of conditions will be
appended to the conditional certificates
of public convenience and necessity
issued by the Commission on December
16, 1977, in Docket No. CP78-123, eta.

By the Commission.
LoIs D. Cishefl.
Acng Secrear.

Note.-There were fifteen (15) Terms and
Conditions arising from Order No. 17 on the
certificates of public convenience and
-necessity for the ANGTS. This notice of
proposed rulemaking provides for
modification of certain existing Terms and
Conditions,. the addition of certain further
Terms and Conditions and the renumbering
of Terms and Conditions. For clarity, the
following list contains previously ordered
terms and conditions as well as those arising
from the instant notice of proposed
rulemaking. The Commission solicits
comments on all the enumerated terms and
conditions (to the extent those terms and
conditions have not been resolved in prior
orders) and welcomes comments on their
interrelationship.

Terms and Conditions

1. Applicability

The Incentive Rate of Return (IROR)
will apply to two of the three segments
of the Alaskan Natural Gas
Transportation System within the
United States, as defined in the
President's Decision and Report to
Congress on the Alaska Natural Gas
Transportation System (referred to
hereinafter as the Decision). These
segments are: (1) the portion of the
system within the State of Alaska, and
(2) the portion of the system from the
United States/Canadian border near
Monchy in the Province of Saskachewan
to a point near Dwight in'the State of
Illinois. In the following terms and
conditions, the term "pipeline" refers to
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each of these two segments, and the
terms and conditios apply to each.

2. Cost Performance Ratio

The second finance term and
condition of the Decision (at page 36)
provides that the rate of return on equity
during the operating period of the
pipeline will be increased if the pipeline
is completed under projected cost and
reduced if the pipeline is completed over
projected cost. The relationship between
projected cost and completed cost will
be determined by a Cost Performance
Ratio. The Cost Performance Ratio is the
ratio of the Deflated Actual Capital
Costs (See Condition 3, below) to the
Projected Capital Costs (See Condition
4, below], using the same base year.
3. DeflatedActual Capitol Costs

The Deflated Actual Capital Costs
will be determined at the start of
operations as the sum of direct
construction costs actually incurred in
the construction of the pipeline after
conversion into base year phices (see
Condition 5 below) plus an allowance
for funds used during construction
(AFUDC) calculated from the Real Rate
of Return (see Condition 6 below).
AFUDC will be calculated quarterly,
based on the Deflated Actual Capital
Cost incurredprior to the beginning of
the quarter. When a segment (see
Condition 1, above) is complete and able
to commence operations, accrual of
AFUDC will cease.for that segment.

4. Projected Capital Costs

The Projected Capital Costs will be
determined at the start of operations as
the sum of direct construction costs
included in the Certification Cost and
Schedule Estimate approved by the
Commission pursuant to Condition 7,
below, and after any adjustments for
changes in scope (see Condition 10,
below) or resulting from design changes
prior to the Final Design (see Condition
9, below) plus AFUDC-calculated from
the Real Rate of Return (see Condition 6,
below). AFUDC will be calculated
quarterly, based on the Projected
Capital Costs estimated to be incurred
prior to the beginning of the quarter.
5. Inflation Adjustment

The direct construcion costs actually
incurred, excluding interest during
construction, will be deflated to base
year prices, where the base year will be
that used in calculating the Projected
Capital Costs. The inflation index will
be a composite index calculated as a
weighted average of existing published
indices or price data. The attached
schedule (see Condition 18, below)

contains the forty (40) categories of cost
to be used and the index or prices to be
used for each category. When the
project sponsors submit their
Certification Cost Estimate, all projected
costs will be divided into each of the
cost categories for each year or quarter.
The proportion of total costs in that year
or quarter for each cost category will be
used as the weight for that cost
category. For any construction that
occurs beyond the projected
construction schedule for the project, the
weights specified for the last year of the
projected construction period will be the
weights used.

8. Real Rote of.Return

The Real Rate of Return to be used to
calculate the AFTuDC or interest during
construction included in the Projected
Capital Costs and the Deflated Actual
Capital Costs shall be five percent (5%).
The Real Rate of Return shall only be
used in determining the Cost
Performance Ratio in the IROR
mechanism and will not be used to
calculate the AFUDC included in the
rate base for cost of servi~e.

7 Certif ction Cost and Schedule
Estimate

Pursuant to the second finance
condition in the Decision, the applicant
for a certificate of public convenience
and necessity for the pipeline shall
submit to the Commission a
Certification Cost and Schedule
Estimate, adjusted to reflect any design
changes resulting from the Agreement
on Principles with Canada and any
addendum thereto, for comparison with
the capital cost estimates filed by Alcan
with the Federal Power Commission on
March 8,1977. This estimate will include
costs actually incurred prior to
submission of the estimate. This
Certification Cost and Schedule
Estimate will be submitted in 1978 or
1979 base-year prices and with costs set
forth according to formats to be
specified by the Commission (see
Condition 8, below). The March 1977,
cost estimate referred to in the second
finance term and condition in the
Decision must also be resubmitted in the
same format, and recalculated in the
same base-year prices for comparability
with the certification estimate. An
explanation of any significant
differences between the March 1977,
and the Certification Cost and Schedule
Estimate must be provided. The date of
the base-year period for submitting
costs may be determined by the
applicant. With these estimates, the
applicant shall also provide a
Construction Plan and Pipeline Design

which show the techniques and
procedures the applicant proposes to
use in constructing the pipeline and
provide a detailed description of the
pipeline as it will appear when
completed.

8. Cost Estimate Format

All cost estimates shall be submitted
to the Commission according to a Cost
Estimate Format to be determined by
the Commission. Prior to submittal of
the Certification Cost and Schbdule
Estimate, the applicant may submit a
proposal for the Cost Estimate Format to
the Commission. The Cost Estimate
Format will specify the functional
categories or components into which the
total cost estimate must be divided
according to the time period in which
the costs are estimated to occur. The
breakdown of costs shall be in sufcient
detail .that the Commission may
compare the various cost estimates and
determine the reasonableness of any
changes.

9. Final Design

After the submission to and
acceptance of Final Design by the
Federal Inspector as required by the
Decision, the Certification Cost and
Schedule Estimate will be altered to
reflect changes in quantities or types of
materials, labor, services and project
development or construction schedule
and construction techniques resulting
from changes in design or schedule
between the time the Certification Cost
Estimate was prepared and the approval
of the Final Design. Prices of labor,
materials, or services used in the
Certification Estimate will not be altered
unless as a direct result of a design
change in the Final Design.

The project sponsors shall submit the
revised Certification Estimate, including
both an explanation of the alleged
design or schedule change and an
estimate of the change in costs or -
schedule, to the Federal Inspector. The
Inspector shall review it, and forward it
to the Commission for final
determination. In the event that the
project sponsors and the Federal
Inspector cannot reach agreement about
the change in cost or schedule, the
project sponsors (and other interested
parties) may submit legal briefs,
documentation, or other written
evidence to the Commission prior to the
Commission's determination.

10. Change in Scope

The Projected Capital Costs shall be
increased in an amount equal to the
amount of cost increases attributable to
change in scope events beyond the
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control of the project sponsors. Such
change in scope events shall be limited
to (1) wars, (2) any disaster declared by
the President of the United States
pursuant to the Disaster Relief Act of
1974, Pub. L. 93-288, 88 Stat. 143, (3)
major design changes compelled by
changes in Federal or State laws or
regulations applicable' to natural gas
pipelines enacted or adoted
subsequent to the Federal Inspector's
approval of the final design of the
pipeline, and (4) major changes in
pipeline routing or capacity ordered by
Federal or State Governments for the
Alaska Natural Gas Transportation
System from that approved by the -
Federal Inspector in the final design of
the pipeline. Cost increases attributable
to change in scope events shall be
calculated based upon the assumptions
and parameters used to calculate the
Certification Cost Estimate to the
maximum extent practicable."

11. Change in Scope Proced uie

Whenever the project sponsors
believe a change in scope event (as
defined above) has occurred, the project
sponsors shall submit to the Federal
Inspector an explanation of the alleged
change in scope and an estimate of the
increase in Projected Capital Costs for-
the project. The Federal Inspector will
approve or disapprove the inclusion of
such increases in Projected Capital
Costs, pursuant to procedures to be
determined by the Inspector-in the
regulations he will promulgate, and his
decision will be final.

12. Center Point

The Center Point is the mean or
expected value of the Cost Performance
Ratio. Based upon the findings of the
President's Decision, the Center Point
(CP) for the Alaska segment shall be
calculated from the following formula:

CP equals 1.3 times March, 1977. cost
estimate in base-year prices plus AFUDC
divided by Certification Cost Estimate Plus
AFUDC.

The Center Point for the Northern
Border segment shall be calculated from
the following formula:

CP equals 1.1 times March, 1977, cost
estimate in base-year prices plus AFUDC
divided by Certification Cost Estimate Plus
AFUDC.

The base-year prices shall be those
utilized in the preparation of the .

Certification Cost Estimate. For
purposes of this condition, the March,
1977, estimate and the Certification Cost
Estimate shall include AFUDC
calculated from the Real Rate of Interest
(see Condition 6, above).

13. Operation Phase Rate

The Operation Phase Rate is the rate
of return on equity that will be allowed
-after the pipeline is in operation and
after the one-time adjustment to the rate
base has been made. The Operation
Phase Rate shall be 13 percent (13%)for
the Alaska segment and 12 percent-
(12%) for the Northern Border ,segment.
The Opeiation Phase Rate shall be the
rate used to calculate the allowance for
equity funds used during construction to
be included in the rate base of the
project. , , " -

14. -RIOR-Formula

The IncentiveRate of Return, shall be
set equal to [(17.5)(CP)+8(A-CP)]/A .-
for the Alaska segment and
[(15.25)(CP)+8(A-CP)]/A for the,,
Northern Border segment where A is the
Cost Performance Ratio (see Condition
2, above) and CP is the Center Point (see,
Condition 12, above).

15. Financing Plan

The financing plan (Exhibit L)
submitted pursuant to the Commission's
regulations (18 CFR 157.14) as part of the
application for a certificate of public
convenience and necessity under
Section 7 of the National Gas Act shall
describe how the applicant proposes to
finance the estimated cost of the project
and any overruns, including the
proportions of debt and equity financing
to be used. If the actual financing of the
project deviates significantly from the
financing-Plan submitted to, and
approved by, ihe Commission, these
terms and conditions and any '
determinations concerning parameters
of the IROR schedule may be altered by
the Commission. ,

16. Cost of Service Calculation \

The-allowed rate of return on equity
used to calculate cost of service during
operation of the pipeline will be the
Operation Phase Rate defined above in
Condition 18. The rate base will include
an allowance for equityfunds used

during construction. The equity rate of
return during construction used to
calculate the allowance is the Operation
Phase Rate defined above the Condition
13. The allowance will also include a
one-time adjustment calculated
pursuant to Condition 17, below. The
cost of service for the pipeline shall
include a charge for depreciation of the
one-time adjustment, and a charge for
an equity rate of return on the one-time
adjustment where the rate of return Is
the Operation Phase Rate. The one-time
adjustment will be depreciated in the
same manner as the remainder of the
allowance for equity funds used during
construction.

17. Adjustment to Rate Base
Upon completion of construction and

commencement of the initial operation
of the pipeline, a one-time adjustment to
the equityAFUDC account In the rate
base will be calculated in three qteps.
First, for each year in the assumed 25-
year operating life of the pipeline, a
revenue stream f6r equity will be
derived assuming that the equity
investment including AFUDC in the
pipeline at th6 start of operation is fully
recovered by depreciation over a 25-
year period in equal annual
installments, and that an annual return
on equity is derived by applying the
Incentive Rate to the undepreciated
equity investment at the beginning of
each year. Second, the present worth of
this revenue stream will be calculated
using i discount rate equal to the
Operation Phase Rate determined
pursuant to Condition 12, above. Third,
the difference between this present
worth sum and the equity investment
including equity AFUDC at the start of
operations will be added to the equity
AFUDC in the rate base of the project. If
the difference is negative, the allowance
for equity funds during construction in
the rate base will be reduced by the
difference.
. Within six months after the initial

-operation of the pipeline, the one-time
adjustment mitst be submitted for
approval by the Commission. If the
Commission reduces the one-time
adjustment, the excess in transportation
charges incurred during the intervening
period will be subtracted from the one-
time adjustment. Similarly, any shortfall
will be added to the one-time
adjustment.
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18. Catgozies of Costs for Inflation Adjustment

Cost Categories to be used as weights In hybrid Index and suggested proxy prices of diS

cost category Suggsed Prickatex Pros Source

1. bLabor.
1.e. Welders and Helpers 1.a. Iroorkers Structral and Raklrcing Egineering News Record
11X Operators-end O es 1.b. Motor Graders (Alt. Operati EngtOenerf) Engeer n Ns Record (Dodge Manue)
1.0. Drilers and Powder Men r 1. SSed Laborer E....eering News Record
1. PPe fitter_ _ _ 1.d. StmMr Q.ML F ft") Engineering News Record
1a. Carpenters i.e. Carpenters Eng.ring Nes Record
1. ,, 1J. Engineering News Record
1.g. Truck D 1.g. Termsters Engineerig News Record
1.h. Station Medarics 1.h. Sklled Labor n News Record
1.. Drilers and Powder Men_" 1. Skcled Labor Eeerig News Record
I.J. Oth sSkiled labor 1. Skiled Labor Enginering N4w Redcod
1JL Oher uskilled labor_ ___ _ 1 Unaded Labor Engieering News Record

2. Salaried Emgoyee 2. Bcutve Conresation Srvey kr Skniltly S d PeSOM CaWego6e . Drm Of Labor SakOc American MenegerneM Aa.m
3. Line Pie 3. 3" Line Pie F.O.. Mc Spr a U-1. Seel
4. Gas Turbine Cornpressor Sets and Auwi- 4. Gas Cop o (cerstifugal Uncoold) PP11410401

iay eOMent
5. Gas Refrigeration Systems and AwLsay S. Pwra. Conp -asond Eqrixner,

6. Generation Vtems 6. Generators and Generator Set_ PP 117302
7. supwtisory Control and Deat Acqisaion 7. Electrical Mad . PP 117

Instrumenttion and Meterng Cornrerica-
bions and Oie Bectrical Eq..ane_

8. Valves, Flanges and Rttsg . 8. ValVs and Fvn , PPI 114501
9. Pipe Irmation and Coating 9. Plastic Rooks mid PPI F068
10. Widig and Utes Incucrg Buding 10. Speca Conrnody Groing . PF All Conltruc Materl Index

System (eg. WIAC, WateG Sewage).
11. Cement Not Used for BDAings 11. Portland Cement PP1 1322013
12. Vzsellanwous Fabricated Metal Produts. 12. PPI Special Cornrodly Gro .1 PPI Faicaled Metal Prod:ts
13. Ot Lcelone"ous Mteals____ 13. Special Connodly Guing PPL AlL ConunJction Matrial ndex
14. Ak Passenger 14. Pubshod Tow? for Average Price Per panonge me CAB
15. Ak Cargo 15. P-.seub d Tarif for Avg. Cod per Ton Ls forAk Cargo CAB
16. Water _ _16. P W TAll In Avg. Cost per Ton Le__ ICC
17. Raz 17. Pakhe TWill for Avg. Cod PerTon MM In Ra Cargo ICC
18. Tuc 18. PtR h Taiff forAvg. Cos PrTon We orT _ _ _ ICC
19. Facies
19.a. Goverrment w 19A Delent of Commece C poe idx_ T"e S-1 of Survey of Curent Bumineos
19Lb. Food S-6e 19.b. Special Conrnodt G ing-food PPI
19.c. Other 19.c. CS-A iens--U.S. Brxeeu of Lr Sta~ic
20. Crawler Type Tractors_20. T r oter than Farm, Crro type od 180 Nea Egor Wend O, . FF1 11280227

21. Othr HeS Constructio n . 21. Construction MWactmy and Eqpnent PP1112
22. Transportation Em, ipt.. 22. Transpotai m - - PPI14
23. MSIcelaneor Constrction Maclwwy 23. Corstuction UMe ay end Eqr.iment P1 112

and EquomenL
24. Diesel Fuel 24. Diee to Conxnerl cutomem Pacc_ PPI 0573 000
25. Other Ofh 25. Petrolen Prodcts Refned F1057
2S. Other Miscesaneous Co (eg. 26. Ikxir Como eGrog PPI

eploves, aes. weldig rods. e).
27. Federal Land 27. Do Not Inude In Price Iax
28 State, MLkncqp and Native and rivat 28.Inexo 1 ofse-one Cost Lee Cot o Retal o g Bu of LabrStstcs

Land. 
M Lbrtlite

29. Purchased Field Date 29. CPJ--A hems U.S. Beuo 0 Labor Sawmc.

NTaE-Ma ProcuCe Pri Index-SoUrce Irueau of Labor Staeyic..-Avoieoble Moni* Enineering News Recond SkrW 20 My Average-Avbaeble COuarledy odge Marsab 2D OCy
Average-Available A-alaly CPt-Consurnor PRice Indx: Avaiabl Mont U.S. Steel Lne Ppe pice b a let price woebble Mn raquset acW so"i pice may be dfferarLr Arnerican Manae-
mnent Association 6-ect&v CoVmpeston Surre is ablble once a yew: Liear iilerpolalton suggested for quartedy e$*neee

Appendix A

Project Risk Premium

The sponsor of the Alaska segment of
the Alaska gas transportation system
(NorthwestAlaskan) has proposed a
methodology to calculate the Project
Risk Premium. The Project Risk Premium
is to compensate the equity investor for
the risk of non-completion. Pursuant to
the President'd Decision (p. 37), this risk
is to be borne by equity investors; and
consumers shall not be asked to pay any
charge related to Alaska gas prior to the
"completion and commissioning of
operation". As far as it goes, this
methodology is valid. However, it is

limited in that it can not consider any
uncertainty other than the risk of project
abandonment in each year. For example,
this methodology does not incorporate
any uncertainty about the construction
schedule or costs. Instead, the paper
considers two cases, a schedule of six
years and a longer schedule of seven
years.

Though the methodology is correct,
the sponsors have erred in the choice of
values for three parameters. First, the
sponsors use a relatively high rate of 15
percent as the AFUDC rate for equity in
calculating the risk adjusted rate base.
The correct value should be a low risk
rate, for example, the rate currently
earned on Government bonds. The

adjustment to the rate base
compensates for risk to investors, and
the AFUDC rate should not further
compensate for risk. This is not to imply
that the actual equity AFUDC
component of the rate base of the
project should be calculated from the
low risk rate. In calculating the
theoretical construct of a risk adjusted
rate base, however, the low risk rate
should be used. In the calculations of a
Project Risk Premium that follow a rate
of 9.5 percent is used.

The second error is in failing to
consider expenditures prior to 1978. The
Project Risk Premium should be
adequate to compensate equity
investors for risks incurred from the
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date their decision was made to first
apply for a certificate from the
Commission including the risk that the
Commission would grant a certificate to
some other applicant. Consequently,
expenditures during the competitive
hearings before the Federal Power
Comission and the probability of failure
should be included. In some of the
revised cases presented below, two
percent of the total equity investment is
assumed to be invested prior to the
granting of a-conditional certificate in
late 1977. Further, it is assumed that the
probability of failure to receive this
conditional certificate was 0.67. In other
words, the Alcan project had only a one-
third chance of being selected by the
President and the Congress from the
three competing applications.

A third error is in the justification for
a parameter value rather than the actual
value used. The sponsor's paper
assumes that in the event of
noncompletion or project abandonment
the Commission will allow one-half of
the direct equity investment to be
recovered by charges to existing gas
customers using some unstated tariff
mechanism. A better interpretation is
that the equity investment can be
considered a loss for tax purposes and
written off against the other income of
the partners. This would result in. a
Federal and State-tax savings of
approximately one-half of-the equity
investment.

Further one can reasonably question
some of the values assumed both for the
construction schedule and the
probabilities of abandonment. The
project sponsors assume that a final
certificate will not be issued uintil
sometime in 1981 in Profile No. 1 and not
until 1982 in Profile No. 2. Additional
justification for such a lengthy
certification process should be'supplied
before such a schedule can be assumed
to be reasonable.

The proje ct sponsors have in effect
assumed in Profile No. 1 that there is a'
56 percent chance of abandoning the'
project prior to the issuance of a final
certificate and a 60 percent chance prior
to completion. In Profile No. 2, this
increases to 65 percent prior to final
certification (1982) and 68 percent prior
to completion (1985). In other words,
there is only a 32 to 40 percent chance
that this project will be built by the
current project sponsors.

The following tables present seven
examples of cases of a Project Risk
Premium under various assumptions. In
all seven cases, the following
assumptions are made:

(1) The profiles of costs from 1978
through 1985 are the same as assumed
by Northwest Alaskan.

(2) The equity rate used to calculate
the risk adjusted rate base is 9.5 percent
instead of 15 percent used by Northwest
Alaskan.

(3) In the event of abandonment, 50
percent of the direct equity investment
is assumed to be recoveired as a
reduction in Federal and State taxes on
the other income of the partners.

(4) Tle Operation Phase Rate used to
calculate the size of the Project Risk ,
Premium is 13 percent instead of the 15
percent assumed by the Northwest
Alaskan. The formula for determining
the Project Risk Premium is then:

0.1839 Risk Adjusted Rate Base at
9.5% equity AFUDC divided by .1839
Normal Rate Base at 13% equity
AFUDC.

The following is a discussion of the
seven cases:

Case No. 1

In this case the assumptions made by
Northwest Alaskan are used for the
shorter 7 year construction period with
the exception of the 9.5 percent rate
used to calculate the-risk adjusted rate
base and the 13 percent Operation
Phase Rate. Instead of the 5.4 percent
Project Risk Premim calculated by
Northwest Alaskan, this case produces
a Premium of only 1.7 percent. In other
words a Non-Incentive Rate of 14.7
percent and an Operation Phase Rate of
13 percent (also used as the AFUDC rate
for equity) would be adequate to
compensate equity investors for their
risks. The major reason why the risk
premium is relduced fromthat calculated
by Northwest Alaskan is that the 13
percent equity AFUDC rate already
provides substantial compensation for
the risks during construction relative to
the riskless rate of 9.5 percent.

Case No. 2

This is the same as Case No. 1 except
that the annualprobabilities of
abandonment are reduced to one half of
those assumed in the Northwest
Alaskan paper. This results in only a 35
percent chance of abandoning the
project prior to completion instead of
the 60 percent chance assumed by the
sponsoring for the 7 year construction
schedule. This reduces the.ProjectRisk
Premium to aminus 0.57 percent. In
other words, the Non-Incentive Rate
should be slightly less than the
Operation Phase Rate. The 13 percent
AFDUC rate more than compensates for
the construction phase risks borne by
investors.

Case No. 3
The Northwest Alaskan probabilities

of abandonment are used for the shorter
(7 year) schedule. However, 2 percent of
the equity investment is now assumed to
be spent prior to 1978, during the
competitive hearings before the FPC.
The risk of failure or abandonment Is
0.67 during this period assuming, that
each of the three competitors have an
equal chance of being selected. The
Project Risk Premium in this case
increases from the 1.7 percent derived In
Case No. 1 to 3.1 percent. This increase
is due to the inclusion of risk prior to
1978.

Case No. 4
With the exception of the 9.5 percent

rate and the 13.5 percent Operation
Phase Rate assumptions, this case Is the
same as the longer 8 year construction
profile presented by Northwest Alaskan.
The Project Risk Premium for this case
is 3.3 percent instead of the 8.5 percent
derived by Northwest Alaskan,

Case No. 5

This case is the same as No. 4 except
that credit is given for the risks borne by
investors prior to 1978. This increases
the Premium of 3.3 percent in Case No. 4
to 5.1 percent in this case.

Case No. 6

This case is the same as No. 5 except
that the probabilities of abandonment
have been reduced in half for the years
after 1978. The 0.67 risk prior to 1978 Is
unchanged. This reduces the Premium of
5.1 percent in Case No. 5 to only 0.7
percent. Clearly, the probabilities of
abandonment play the major role in
determining the Proje.ct Risk Premium,
With this assumption, the probability of
abandoning the project between the
years 1978 and 1985 is reduced from 68
percent (assumed by Northwest
Alaskan) to only 41 percent.

Case No. 7

This case is the same as Case No, 2
except that credit is given for the risk
borne by sponsors prior to the grantihg
of a conditional certificate in 1977. The
shorter schedule is used and the
probabilities are only one-half those
assumed by the sponsors. The Project
Risk Premium in Case No. 2 of minus
0.57 is increased to plus 0.25 percent.

The methodology developed by
Northwest Alaskan provides additional
insight into the role that the AFUDC
equity rate plays in compensating for
the risk of noncompletion. An equity
AFLDC rate above the low risk rate
already provides some compensation for
risk during construction, and thus
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reduces the size of the Project Risk
Premium. For example, consider two
variations in Case No. 5. In this case, the
longer 8 year construction schedule is
used, the probabilities of abandonment
are those assumed by Northwest
Alaskan, and a 67 percent chance of
abandonment is assumed prior to 1978.
The Project Risk Premium for this case
is calculated to be 5.09 percent based on
an AFUDC equity rate of 13 percent.

Case No. 5a
In this subcase, the AFUDC equity

rate is assumed to be set at the rate of
9.5 percent instead of 13 percent. The
AFUDC equity rate provides no

compensation for risk, and thus the
Project Risk Premium would be
increased from 5.09 percent to 8.5
percent.

Case No. 5b
In this subcase, the AFUDC equity

rate is assumed to be set at the high rate
of 19.2 percent. This will produce an
actual rate base equal to the risk
adjusted rate base. Thus no Project Risk
Premium is necessary to further
compensate for the construction phase
risks, and the Non-Incentive Rate should
equal the Operation Phase Rate.

Consequently, the Commission's
choice of an AFTDC rate is of little

importance as long as the methodology
described above for setting the Project
Risk Premium is followed. A low equity
AFUDC rate will result in a larger
Project Risk Premium and thus a larger
Non-Incentive Rate. For simplicity, it
would be desirable to set the equity
AFUDC rate equal to theOperation
Phase Rate instead of the Non-Incentive
Rate as specified in Order No. 17. The
calculation of the Project Risk Premium
is made much more complicated if the
Non-Incentive Rate must also be used as
the equity AFUDC rate, since one must
know the equity AFUDC rate before
calculating the Project Risk Premium.

Table A-1. -C boa of PfAct Risk PwrA in UndwAft.nAwsAw -,

Pre-1978 1978 1979 1960 1961 192 1963 1964 1985

COSE No. 1
Eqity Investnent (%) - 8 8 11 13 20 20 20
Year End Normal Rate Base

(RB) (13% eqWty ARIDC
rate) 9.04 19.25 34.19 53.32 82 11623 153.94

Probab tyof Abadonm nt .125 .35 .125 .125 .05 .05 .01
Year End Risk Adjusted Rate
-Base (RH1) (9.5% eq*ity
AFUDC rate) 9.44 25.07 43.21 67.49 90.26 13244 16a.11

Project Risk Prenium based on 13% Opeation Phase Rake (%)1.89

CAS No. 2
Eqjty lInestent (%) 8 8 11 13 20 20 20
Year End Nonna Rae Base

(RB) (13% eqLity ARJDC
rate) 9.04 19.26 34.19 53 88 ISt 153.94

Prob ofmAbandomen . .0625 .175 .O625 .0625 .0251 5
Year End Risk A~sted Rate

Base (RBA) (9.5% eqiity
AFUDC rate) - 9.06 20.97 3644 55.41 85.05 115.79 149.18

Project Risk Premimn based on 13% operation Phase Rate (%)-0.57.

CAsr No. 3
Eqity nvestment (%) -. 2 7 7 11 13 20 20 20
Year End Normal Rate Base

(RB) (13% eqr0y AFUOC
rate) 2.25 10.46 19.73 34.73 593 835 11701 154.82

Probabity of Abndoarment , 0.67 .125 .35 .125 .125 .05 .02 .01
Year End Risk A*st Rate

Bae (RBA) (9.5% eqedty
AFUDC rate) 4.57 13.84 30.79 50.37 75.45 109.56 143.6 180.87

Project Risk Prerim based on 13% Operation Phase Rate (%):&.

CAS No. 4
Eqrity nvestment (%) -8 8 8 10 12 18 18 18
Year End Normal Rate Base

(RB) (13% eqity AFURC
rate) 9.04 19.26 30.80 48.10 85W 9-53 127.16 154&03

ProbabtyofAbndoaret- .125 .35 .20 .125 .125 .05 .02 .01
Year End Risk A sWted Rate

Bae MR%) (9.5% eWAY
AFUDC rate) 9.44 25.07 42.27 82.8 90.55 123.43 157.19 19327

Projected Risk Premium based on 13% Operation Phase Rate (') 3.28.

CASE NO. 5
Eq*y Investrent (%) - 2 7 7 8 10 12 18 is 18
Year End Normal Rate Base

(RB) (13% equiy AFUC
rate) 225 10.48 19.73 31.34 4.71 8S 953 128.04 1650

Probablity of Abardort.... .67 .125 35 .2D .125 .125 .05 .02 .01
Year End Risk Adjsted Rate

Base (RBA) (9.5% Eqity
AFUDC rate) 4.56 13.83 30.78 50.08 72.75 102.78 137.53 172.94 210.9

Project Frisk PreaihZm based on 13% Operation Phase Rate (%) 5.09.
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Table A-I.-Caculaion of Project Risk Premium UnderAlternative Assumpgons-Contunued

Pro-1978 1978 1979 1980 1981 1982 1983 1984 105

CASE No. 6

Equity Investment (%) - 2 7 7 8 10 12 1s 18 18
Year End Normal Rate Base

(RB) (13% equity AFUDO
rate) 228 10.48 19.73 31.34' 46.71 66.35 95.31 128.04 165,03

Probability of Ab•ndonm6t. .87 .0625 .175 .10 .0625 .0625 .025 .01 .005
Year End Risk Adjust'net

Rate Base (RBA) (9.5%
equity AFUDC rate) -. 4.57 13.21 25.13 38.98 58.07 77.98 100.96 137.80 171.21

Project Risk Premium based on 13% Operation Phase Rate (%): 0.69.

CASE No. 7

Equity Investment (%) - ' 2 7 7 11 13 20 20 20 ...........
Year End Normal Rate Base

(RB)(t3% equity AFUDO -
rate) . _ 2.25 10.46 19.73 34.74 53.93 83.55 1 17.01 154.82

Probability of Abandonment. .67 .0625 .175 .0625 .0625 .025 .01 .025
Year End Risk Adjusted Rate

Base (RBA) (9.5% equity
AFUDG rate). - 4.57 13.21 25.13 41.30 62.09 91.42 122.84 156.94

Project Risk Promium based on 13%'Operation Phase Rate (%): 0.25..

Appendix B
Petition of Alaskan Northwest Natural

Gas Transportation Company

UNITED STATES OF AMERICA BEFORE
THE FEDERAL ENERGY REGULATORY
COMMISSION

Incentive Rate of Return for the Alaska
Natural Gas Transportation System

Petition for E6pedited Rulemakdng and
Issuance of Final Order Establishing Rate
of Return Range

This petition is filed by Alaskan Northwest
Natural Gas Transportation Company, a
Partnership, the person designated and
selected by the President and Congress to
construct and operate the Alaskan segment
of the Alaska Natural Gas Transportation
System. Pdtitioner invokes the provisions of
the Alaska Natural Gas Transportation Act
of 1978 (ANGTA), the Joint Resolution of
November 2,197", signed into law November
8,1977 (H.J. Res. 621, Pub. L 95-108, 95th
Cong., lst Sesson), and 18 CFR 1.7.

Petitioner requests the immediate
institution of a rulemaking proceeding and
after notice, comment, and cross comment,
the promulgation of a rule which will
establish (a) that the incentive rate of return
structure ultimately prescribed in this docket
will not result in the Partnership earning a
rate of return greater, or lesser, than that
which Is just and reasonable; and (b) the
range of rates of return for this project which,
in due consideration of the need to attract
capital and the need to protect consumers,
constitutes the "zone of reasonableness" for
the rate of return for this project.

The Partnership requests expedited
consideration by the Commission of this
petition, and expedited resolution, by final
order, of the issues presented herein. In

support of this petition, the Partnership would
respectfully show the following.
L

The interest of the Partnership In the role
requested is manifest The Partnership is the
holder of the Commission's conditional
certificate of convenience and public -,
necessit' issued December 16, 1977,
conditionally authorizing the Partnership to
construct and operate the Alaskan segment
of the Alaska Natural Gas Transportation
System. The Partnership is successor to the
person designated and selected by the
President in his September 22,1977 Decision
andReport to Congress as the person to
construct and operate the Alaskan segment
of ANGTS, such succession having been
authorized and approved by the Commission
in its order in this docket of June 30,1978. The
interest of the Partnership in the incentive
rate of return proceeding has been expressly
recognized by the Commission in Order No.
17 (December 1,1978) and Order No. 17-A
(January 17, 1979).
II. 1

The Commission has concerned Itself in
this docket, RM78-12, with implementation of
the requirements of the President's Decision
andReport concerninga'variable rate of
return mechanism for the Alaska Natural Gas
Transportation System (ANGTS). By
rulemaking issued May 8,1978, the
Commission has entertained multiple rounds
of comment and cross comment and has,
through Order Nos. 17 and 17-A, established
the framework, but not the details, of the
incentive rate of return mechanism.

Although not in agreement with the terms
and conditions set forth in Order Nos. 17 and
17-A, the Partnership does not here seek to
relitigate the terms and conditions imposed
by the Commission but, rather, the -

Partnership seeks a supplemental proceeding,
and supplbmental rules, which the
Partnership believes, and represents to the

Commission, are essential to private
financing and timely construction and
operation of the Alaskan s8l nt of ANGTS.

The rule requested hei'ein inlveos bu one-
of several matters which must be promptly
and affirmatively resolved if the Alaskan
segment of ANGTS is to proceed on a timely
basis and if private sector financing Is to be
arranged.

The Partnership cannot characterize any
one of the outstanding unresolved issues as
more or less critical than the othors. Project
progress depends upon a multitude of
government decisions not yet made as, for
example, decisions on design parameters,
processing costs, right-of-way stipulations,
proximity questions, financial participation
by the State of Alaska, producer contracts,
and so forth.

Notwithstanding the fact that the
proceeding and rule requested herein will not
be the sole determinant of the project's
scheduling and financing, the issues here
presented are vital to scheduling and
financing. With prompt and affinnative
action by the Commission on this petition,
coupled with prompt and affirmative action
by other government authorities, and
resolution of other outstanding issues, the
project can proceed.
mH.

This petition focuses upon the Impact of
incentive rate of return procedures
establibhed in Order Nos. 17 and 17-A,
Without reiterating the interrelationship of
other government decisions on project
scheduling and finance, the Partnership seeks
'to underscore that the proceeding and rule
requested herein, with Issuance of a final rule
no later than May 15,1979, is of critical
importance to a schedule designed to place
ANGTS in service in 1984. A delay in the
scheduled in-service date for the System will
result in higher costs of construction and
higher gas prices for U.S. consumers. A delay
will jeopardize the ability of the Partnership
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to secure private financing for the project.
Delay is, therefore, totally incompatible with
the public interest.

IV.

The probability of substantial and
irretrievable slippage in the Partnership's
schedule for placing the Alaskan segment of
ANGTS in service arises because of factors
beyond the control of the Partnership. Arctic
weather conditions are such that certain
essential field programs can only be
conducted during the late spring, summer and
early fall months; if these field programs are
not initiated and substantially completed
during 1979, the Partnership loses the ability
to move forward on necessary design,
engineering and cost estimation work on a
timely basis. These essential field programs
are costly; if they are to be undertaken, the
Partnership must underwrite this cost.
through the payment or commitment of equity
funds by the individual partners. If the
partners cannot advance the necessary
equity funds, it follows that the field
programs cannot be undertaken, delay will
ensue, and costs will rise.

The Partnership has been placed in a
position where it cannot reasonably be
expected to generate the equity funds
necessary to perform all essential field work
duringl979. An expenditure several times the
$21,700,000 presently budgeted for the first
six months of 1979 would be necessary to
accomplish the field work and carry forward
on a timely basis related planning, design.
.engineering and cost estimation work The
Partnership, and the individual partners,
cannot invest risk capital of this magnitude
or, indeed, at any level beyond the
commitments presently outstanding, withbut
reasonable assurance that such an
investment is reasonable, prudent and
consistent with the interests of their
customers and sharehblders. Such assurance
is presently lacking.

V.

The issue which the Partnership is impelled
to raise with the Commission is one of timing.
It is the considered judgment of the
Partnership that the issues which must be
resolved in order to assess the impact of the
Commission's incentive rate of return
structure cannot be resolved within the
framework of Order Nos. 17 and 17-A prior to
May 15,1979. If all outstanding issues cannot
be resolved by that date, increased equity
support to fund 1979 field programs is
unlikely and, accordingly, the summer of 1979
will be lost and a 1984 start-up date will be in
doubt.

The Partnership emphasizes May 15 as
critical-for the issuance of a final order
herein, and resolution of other outstanding
issues which are presently creating
uncertainty and delay. An order issued by the
Commission by that date, together with the
successful resolution of other issues, will
permit the Partnership an opportunity to
reconsider the level of budget support for the
balance of 1979. If the Partnership is in a
position to conclude that increased equity
investment for the balance of the year is
reasonable and prudent. the necessary field

work, or substantial portions of It. can still be
undertaken during the balance of 179.

VL
In Order No. 17-A, the Commission

concluded that an allowan~e for funds used
during construction (AFUDC) should be
included in the calculation of the cost
performance ratio. This decision was based
upon the Commission's finding that the
Canadian IROR mechanism contained an
allowance for AFUDC, and that "similar
treatment for the sponsors of the U.S.
segments requires the inclusion of AFUDC in
the IROR cost performance ratio for the U.S.
companies." (Order No. 17-A, page 4.)

The need perceived by the Commission for
uniformity between Canadian and U.S.
treatment of IROR Issues will be met by the
issuance of the rule requested herein. On
January 24,1979, the National Energy Board
of Canada issued its incentive rate of return
rules for the Canadian segments of ANGTS,
and in these rules, the Canadian authorities
have prescribed a minimum rate of return.
The National Energy Board has noted:

"The need for, and magnitude of, a
minimum rate of return must be related to the
effect of major cost overruns on the cost of
transmission, to the attracting of capital for
financing the pipeline and to the protection of
financing of the Dempster link pursuant to the
Canada-U.S. Agreement..."

Inasmuch as the Commission has already
decided that the Canadian and U.S. IROR
approach must be consistent. so crucial an
ingredient as the concept of a mlnlmum rate
of return (now expressly adopted and
provided by the National Energy Board for
theCanadan segments of ANGTS) should be
brought forward into the Commission's rules
relating to the incentive rate of return.
VIL

The Partnership requests that the
Commission. by expedited rulemaking, give
the minimum assurances necessary to equity
sponsors that the incentive rate of return
mechanism, as finally put In place some
months hence, will not operate to deprive
equity investors of a just and reasonable rate
of return on their investment.

The Commission Is requested to initiate a
rulemaking proceeding, and issue a final rule
by May 15,197, on the basis of written
comments, cross comments and oral
argument (if appropriate) which rule will
establish-

A. That the incentive rate of return
mechanism established in Order Nos. 17 and
17-A will not function to reduce the
Partnership's rate of return below that level
which is just and reasonable for this project;
and

B. The upper and lower limits (the "zone of
reasonableness") for the rate of return
permissible for this project. giving due
consideration to all factors involved In a rate
of return determination under the standards
of FPC v. Hope Natural Gas, 320 U.S. 591.

The Partnership anticipates that It can
provide sworn comment support for a
determination of the lowest rate of return
which will attract capital to the project. the
anticipated capital structure of the project.
and the range and nature of project risks.

Other Interested parties, including Staff. can
surely offer evidence on the highest rate of
return that would be just and reasonable,
giving due regard to the'protection of gas
consumers. If initial comments are filed by
March 25 and cross comments by April 15, it
Is reasonable to believe that the Commission
can Issue a final orderby May1I.
VIIL

The names, titles and mailing addresses of
the persons to whom all correspondence and
communications concerning this application
should be addressed are as follows:
Darrell B. MacKay. Vice President. Northwest
Alaskan Pipeline Company, 1801 K Street.
N.W., Suite 901. Washington. D.C. 20006.
Jack D. Bachman. Esquire, General Counsel.
Northwest Alaskan Pipeline Company, P.O.
Box 152. Salt Lake City, Utah 84110.
Rush Moody, Jr., Esquire. Vinson & Elkins,
1101 Conectlcut Avenue. N.W. Suite 900,
Washington. D.C. 20038

Wherefore, Alaskan Northwest Natural
Gas Transportation Company prays for the
expedited approval of Its Petition, institution
of appropriate proceedings, and issuance of
an appropriate final order no later than May
15,1979.

Respectfully submitted,
Riu&Macd.Jr.,
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BRIM CODE 640-01i-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commlsslon

[18 CFR Parts 4,16 and 131]

Preliminary Permits and Licenses for
Hydroelectric Projects; Extension of
Time To File Comments

AGENC. Federal Energy Regulatory
Commission. DOE.
ACTION Notice of Extension of Time to
File Comments on Proposed Rule.

SUMMARY: On March 26,1979, the Sierra
Club Legal Defense Fund filed a motion
for extension of time to comment on the
notice of proposed rulemalcing (44 FR
12432) relating to preliminary permits
and licenses for hydroelectric projects
under Part I of the Federal Power Act In
order to allow further time for comment
on the proposed amendments, the
comment date is extended to and
Including April 30,1979.
DATE: Comment period extended to and
Including April 30,1979.
ADDRESS. Comments to be filed with
Office of the Secretary, Federal Energy
Regulatory Commission. 825 North
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CaIitol Street, NE.,_Washington, D.C.
20426.
FOR FURTHER INFORMATION CONTACT:.
Kenneth F. Plumb, Office of the
Secretary, Federal Energy Regulatory
Comnission, (202) 275-4106.

Acting Secretiary.

[Docket No. RM79-23]
[FR Doc. 79-Ii29 Filed 4-12-79; 8:45 ain]
BILLING CODE 6450-01

[18 CFR Parts 35, 154,273 and 49 CFR
Part 1605]

Rate of Interest on Amounts Subject
to Refund; Extension of Time to File
Comments
AGENCY: Federal Energy Regulatory
Commission, DOE.
ACTION: Notice of Extension of Time to
File Comments on Proposed Rule.

SUMMARY: On March 26,1979, the
Indicated Producers filed a motion for
extension of time to comment on the
notice of proposed rulemaking on the
Rate of Interest on Amounts Subject to
Refund (44 FR 18046). In order to allow
further time for comments on the issues
in the proposed rulemaking, the
comment date is extended to and
including May 23,1979.
DATE: Comment period extended to and
including May 23,1979.
ADDRESS: Comments should be filed
with: Office of the Secretary, Federal
Energy Regulatory Commission, 825
North Capitol Street, N.E., Washington,
D.C. 20426.
FOR FURTHER INFORMATION CONTACT:
Kenneth F. Plumb, Office of the
Secretary, Federal Energy Regulatory
Commission, 825 North Capitol Street,
N.E., Washington, D.C. 20426, (202) 275-
4166.
Lo D. CuheIL
ActIng Secrtary.

[Docket No. RM 77-2]
[FR Doc. 79-11630 Filed 4-1Z-79; :45 am]
BILLING CODE 6450-01-M

DEPARTMENT.OF HEALTH,

EDUCATION, AND WELFARE

Food and Drug Administration

[21 CFR, Part 207]

Model Regulation Editorial Revisions

AGENCY: Food and Drug Administration.
ACTION: Notice of Availability.

SUMMARY: This notice announces the
availability of a draft document that
makes editorial revisions in regulations
for registering producers of drugs and

listing of drugs in commercial:
distribution. The revisions would clarify
the regulations to make '-iem imore
concise and readable.
DATE: Comments by May 29,1979.
ADDRESS: Written comments to the
office of the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4-
65, 5600 Fishers Lane, Rockville; MD
20857.
FOR.FURTHER INFORMATION CONTACT:
Tenny P. Neprud, Jr:, Compliance
Regulations Policy Staff (HFC-10), Food
and Drug Administration, Department of-
Health, Education, and Welfare, 5600
Fishers Lane, Rockville, MD 20857, 301-
443-3480.
SUPPLEMENTARY INFORMATION: The
Food and-Drug Administration (FDA) is
making available for public comment
editorial revisions to 21 CFR Part 207-
Registration of Producers of Drugs and
Listing of Drugs in Commercial
Distribution.

The FDA intends to revise Part 207 as'
a result of applying the principles of
Operation Common Sense-a
comprehensive program initiated by the
Department of Health, Education, and
"Welfare (HEW) to make regulations
more understandable and to expedite
HEW's regulations development
process. Operation Common Sense was
described in a notice published in the
Federal Register of November 18,1977
(42 FR 59555). Its goals include rewriting
regulations so that they are clear and
understandable, revising regulations on
the basis of experience since their
issuance, and minimizing compliance

Tburdens imposed by regulations.
Similarly, Executive Order 12044,
"Improving Govenment Regulations,"
which appeared in the Federal Register

.. of March 24,1978 (43 FR 12661), requires
periodic review of regulations to
determine whether Ianguage should be
simplified or clarified, and whether the
approach and requirements of a
particular regulation continue to be
warranted.

Operation Common Sense includes a
requirement that each HEW agency
issue a "model" regulation. In the case
of FDA, its jurisdiction is so diverse that
there are a number of kinds of
regulations and, therefore, it is not
reasonable to expect that one "model"
regulation can be fashioned so as to
apply to all Categories of regulation.
Thus, it is expected that preparation of
"model" regulations will be undertaken
in a number of categories of regulations.

Elsewhere in this issue of the Federal
Register, the agency is publishing a final
rule amending its regulations on
administrative practices and
procedures. This amendment is the

agency's first comprehensive rewrite of
its regulations, applying the principles of
Operation Common Sense.

Part 207 was chosen for priority
review because of the statutory nature
of the requirements of registration and
drug listing, because of its operational
impact on drug manufacturers, and
because of its paperwork and reporting
requirements. Because of these
considerations, it is imperative that the
regulation be easily understood and
implemented as efficiently as possible.

The draft document now being made
available simply incorporates editorial
changes patterned after the final rule
amending the procedural regulations in
an effort to make Part 207 more concise
and readable. It does not include major
substantative revisions.

To encourage public participation In
furthr revising the regulation, FDA Is
announcing the availability of the this
draft document at this time.

The agency specifically asks for
answers to the following questions-

1. Is this rewrite easier towjead?
2. Does it help your understanding of

the requirements of the act concerning
drug listing?

3. Does this rewrite present the
requirements of the act in a way to help
you comply more efficiently? If so, hoW?

4. Do you better understand what you
are supposed to do?

During the 45 day comment period
provided by this notice, the FDA staff
will be systematically reviewing Part
207 to consider the nature, if any, of
substantive changes, along with
editorial revisions, that should
ultimately be proposed. Final decisions
on these issues will be made after the
close of comment period so that the
agency can benefit from consideration
of all comments as well as from Its own
systematic review.

As soonlas possible after the close of
the 45-day comment period provided by
this notice, the agency will publish a
notice of proposed rulemaking in the
Federal Register incorporating any
editorial revisions and substantative
changes that are warranted,

The draft document is available for
public examination in the office of the
Hearing Clerk Written requests for
single copies may be submitted to Tenny
P. Neprud, Jr., Compliance Regulations
Policy.Staff (HFC-10), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857.

Interested persons may, on or before
May 29,1979 submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding the draft document.
Comments should be in four copies
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(except that individuals may submit
single copies), identified with the
Hearing Clerk docket number found in
brackets in this document. The
document and received comments may
be seen in the Hearing Clerk's office
between 9 a.m. and 4 p.m., Monday
through Friday.

Dated. April 9,1979.
jo6.pb P. MHe.
Assocate CommssianerforReg]atoryAfla

[Docket No. 79 N-MIS]
[FRIoc. 79-U449 ed412- ; &4 ,am]
BI6LWG CODE 4110-03-M]

[21 CFR Part 320]

Oral Corticosterolds; Proposed
Blolequlvalence Requirements
AGENCY: Food and Drug Administration.
ACTION: Proposed ride.

SUMMARY: The Food and Drag
Administration (FDA] proposes to
establish bioequivalence requirements
for certain oral drug products containing
corticosteroids. Available data suggest
that the various marketed brands of the
same oral corticosteroids may not have
a comparable therapeutic effect. The
proposed regulations would ensure the
bioequivalence of different brands of a
corticosteroid drug product and batch-
to-batch uniformity of the same drug
product by each manufacturer.
DATES: Comments by June 12,1979. It is
proposed that the final regulation based

_on this proposal be effective 30 days
after its date of publication in the
Federal Register.
ADDRESS, Written comments to the
Hearing Clerk (HFA-305), Food and Dru
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT.
Jerome P. Skelly, Bureau of Drugs (HD-
525), Food and Drug Administration,
Department of Health, Education, and
Welfare, 5600 Fishers Lane, Rockville,
MD 20857, 301-443-4750.
SUPPLEMENTARY INFORMATION:
Regulations in Subpart C of Part 320 (21
CFR Part 320, Subpart C) set forth
procedures for the Commissioner, on his
own initiative or in response to a
petition from an interested person, to
propose and to establish a
bioequivalence requirement for drug
products containing identical amounts
of the same active ingredient and in the
same dosage form that are intended to
be used interchangeably for the same

therapeutic effect and for which there is
a known or potential bioequivalence
problem. This authority to issue, amend,
or repeal regulations establishing
bioequivalence requirements for drug
products for human use is delegated to
the Director and Deputy Director of
FDA's Bureau of Drugs by § 5.79 (21 CFR
5.79).

Data available to FDA demonstrate
that there is well-documented evidence
of actual bioequivalence differences in
oral formulations of cortisone acetate,
hydrocortisone, prednisone, and
methylprednisolone, and potential
bioequivalence differences in oral
formulations of other corticosteroids
among currently marketed brands of the
same drug product produced by various

- manufacturers, based on the criteria set
forth in § 320.52 (21 CFR 320.52).
Therefore, the Director of the Bureau of
Drugs, hereafter referred to as "the
Director," on his own initiative,
tentatively concludes that a '
bioequivalence requirement involving in
vitro dissolution testing should be
established for the following oral
corticosteroids: betamethaone, cortisone
acetate, dexamethasone, fludrocortisone
acetate, fluprednisolone, hydrocortisone,
hydrocortisone cypionate,
methylprednisolone, paramethasone
acetate, triamcinolone, and
meprednisone. The Director further
concludes that a bioequivalence
requirement involving an in vitro
bioequivalence standard for the
corticosteroids prednisone and
prednisolone should be established. The
evidence on which the Director bases
this tentative conclusion and the
proposed bioequivalence requirements
are discussed below.

Background

Orally administered corticosteroids
are used to treat a variety of conditions,

including endocrine, rheumatic and
hematologic disorders; collagen.
dermatologic, ophthalmic, respiratory,
and neoplastic diseases; and allergic
and edematous states.

The corticosteroids are a class of
compounds comprising steroid
hormones with 21 carbons secreted by
the adrenal cortex. and their synthetic
analogs. They fall into two distinct
subgroups, mineralocorticoids and
glucocorticoids, depending on their
chemical structure and chief
pharmacological activity. The
mineralocorticoids promote potassium
excretion and sodium and water
retention, while the glucocorticoids
affects carbohydrate, protein, and
nucleic acid metabolism. Division into
the two subgroups is somewhat complex
and depends on the predominant effect
exhibited, because the separation of
glucocorticoid and mineralocorticoid
activity s incomplete. For instance, the
predominant effect of hydrocortisone is
glucocorticoid. It has only 1/500 the
mineralocorticoid activity of 11-
desoxycorticosterone but, because itis
persent in the physiologic fluids at 500
times the concentration of 11-
desoxycorticosterone, it has as potent a
salt-retaining effect as 11-
desoxycorticosterone.

In general, the mineralocorticoids are
11-desoxycorticosterones, while the
glucocorticoids are members of the 11,
17-oxycorticosteroids (Re. 2). The class
as a whole ranges from those
corticosteroids exhibiting completely
mineralocorticoid properties at one end
of the spectrum to completely
glucocorticoid at the other, with most
compounds exhibiting biological activity
somewhere between the extremes. The
general structure for the class (17. 2-
dihydroxy-4-pregnene-3, 20-dione) and
the variations of the respective members
are given below:

Drug name 1-2 6 9 il 16

Btmeothaso. .06 -H -F -OH --cH,
Cordsone . . .......... S_ 8 -H -H =0 -H
OwazettUasone D8 -H -F -- OH -:H
Fioom__ _ __ S8 -H -F -OH -H

D6 -F -H -- OH -H
Hydfcrtisono SS -H -H -- OH -H
Me DO --OH. -H -- OH -H
Paramethsone D -F --H --OH --Cm.
Fedisoo__......._", D -H -H -- OH -H

Predtbon, DO --H -H =0 -H
Tdamcdrolon. 06 -H -F -- OH -- OH
M DeSdrsono 06 -H -H =0 .. CK

D DB-Ood" bond (..ftgxe).
SB5--.g bond (--bxatod
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It has been established that:
(1) A 4-5 double bond and the 3- and

20-ketone groups are necessary for
adrenocortical activity (Ref.3);

(2) A 17 alpha hydroxyl group is
necessary for full glucocorticoid activity
(Refs. 3 and 5); .

(3) Presence of an oxygen function at
Cl1 is indispensable for significant anti-
inflammatory and carbohydrate
regulating potency (Ref. 5);

(4) Presence of an oxygen function at
Cl and C17 is not required for high
sodium retaining potency (Ref. 5];. (5) The glucocorticoid therapeutic
activity of compounds having a ketone
function at Cli is dependent on their
conversions in vivo (essentially by the
liver) to their 11 beta hydroxy analogs
(Refs. 5 and 8];

(6) A double bond in the GI-C2
position enhances anti-inflammatory
activity (Refs. 5. 8, 9, and 10), decreases
electrolyte regulating potency (Refs. 9
and 12), and decreases the rate of liver,
metabolism of the A-ring, thereby
increasing the biological half-life (Ref.
12);

(7) Alpha 9 halogenation increases
mineralocorticoid activity (Refs. 3, 9, 10,
and 12), and it interferes with protein
binding and inhibits liver metabolism of
the A ring, thereby increasing biological
half-life (Ref. 13];

(8) An alpha or beta methyl increases
glucocorticoid and decreases
mineralocorticoid activity (Refs. 5, 8,
and 12), and it decreases the rate of liver
metabolism of the 17-20 chain, thereby.
increasing biological half-life;

(9) A 21 hlydroxyl group is required for
significant sodium retaining activity
(Ref. 5];

(10) Thus far, anti-inflamma'tory
activity cannot be divorced from.-
alterations in carbohydrate metabolism
(Refs. 5, 6, 8, 9, and 10).

There are significant and reproducible
variations among individuals in their .
response to different steroids, indicating
that differences exist among individuals
in their handling of particular analogs.
This variability is greatest with the most
structurally modified analogs such as
dexamethasone and betamethasone,
and least with prednisone (Ref. 11).

There are three fundamental reasons
for using adrenal corticosteroid therapy.

(1) For specific replacement therapy to
correct a deficiency,

(2] To exert a pharmacologic effect in
the treatment of a wide variety of
inflammatory diseases, e.g., collagen
disorders, dermatologic conditions,
allergic states, etc.; and

(3) For the treatment of certain blood-
disorders, e.g., acute leukemia in
children.

The following table illustrates the
relationship between glucocorticoid and

mineralocorticoid potencies and
equivalent dosage:

Relative uti- Roatie sodum Equieont antl
Compound Inflarnatopotoncy tan1 g potency in nry dos (in

ma)

Betmet~asone_... ._ 25 0 0.60 (G)
corsone_0.8 0.8 25" (G) (M)
Dexamethasone 25 0 0.75 (G)
Fudrocortisone_, 10 125 + (G)(M)
F o10 0 2 (0)
Hymckoosone 1 1 20 (G)(M)
Methy lodn ..isol..ie 5 0.25 4 (G)
Paramethaso e 10 0 2 (G)

.d. ... ... _4 0.8 5 (G)
Prdn~sn .. 4 .0.8 5 (G)
TdamciDolone . .... 5 0 4 (G)
Me d , 5 0 4 (G)

"raken as stancad (day replacement dose in humans is 20-30 mg/day).
+0.05- 020 rng a for mkwraocotcord replacement therapy.
(G)-Gluootcod eqrivalency.

04o4%-aordeqelvakwicy.

Other than sodium retention and notgive
pbtassiumloss (not usually present in A patien
the dosage employed clinically with tumor ex
those glucocorticoids which lack cortison
mineraocorticoid activity), there is a " began to
lack of substantial evidence of and mus
significant differences in the incidence new bra
of adverse effects ofthe various drug pro
corticosteroids when used in brand of

'therapeutically equivalent dosage.. . substitut
These reactions include negative improve
nitrogen balance, diabetogenic effect, Sheehan
osteoporosis, skin atrophy, myopathy, signs an
peptic-ulcer, ocular effects, adrenal: be takin
suppression, and growth suppression poorly a'
(Ref.5). tablets. I

The corticosteroids are presented brand, ir
together on the basis that they are noted. F]
members of a class of drug products that that the I

have clo'se siructural similarity, similar tablets v
physicochemical and pharmacokinetic 20 minut
properties, and similar pharmacological effective
action. Because of these similarities, the dissolve|
Director tentatively concludes that the FDA fi
drugs covered in proposed § 320.109 describe
meet the criteria of § 320.51(a)(3) (21 disease
CFR 320.51(a)(3)) and should be treated lY2 yean
as a single class for the purpose of The indi
establishing a bioequivalence symptoi
requirement. confirme

another 1
Evidence To Establish a Bioequivalence being us
Requirement . days befi

-Among the criteria set forth in § 320.52 patient r
Criteria and evidence to establish a cortisone
bioequivalence requirement to be Another
considered in determining that a had been
bioequvalence requirement should be hydrocor
established, the following provisions When thi
were relied upon by the Director in another
tentatively concluding that this

-proposed bioequivalence requirement
should be imposed upon this class of
drugs:

1. Evidence frm well-controlled
clinical trials or controlled observations
in patients that such drug products do

comparable therapeutic effects.
t who previously had a pituitary
:cised and was maintained on
e acetate substitution therapy
lose weight, energy, strength,

cle tone when she switched to a
rd. When administration of this
duct was stopped and another
* cortisone acetate was
ed, the patient immediately
d. A second patient with
's syndrome, with the same
d symptoms, was observed to
g the same brand and lot of the
vailable cortisone acetate
Jpon substitution with another
nprovement was immediately
3A laboratories demonstrated
therapeutically ineffective
,ere only 6 percent dissolved in
es;while the therapeutically
tablets were 35 percent

d in 20"minutes (Ref. 10).
les contain a report that
s a patient with Addison's
mho had been maintained for

on a cortisone acetate product.
vidual began showing
is of adrenal failure, which was
d. It was determined that
brand of cortisone acetate was
ed, the last refill being 2 to 3
ore onset of symptoms. The
eturned to the original brand of
acetate tablets and recovered.

patient with Addison's disease
maintained on one brand of

tisone for a number of years.
is patient was switched to
tydrocortisone product, double
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the dosage for the new brand was
.required to make the patient
asymptomatic (Ref 40).

Several cases (Refs. 43 and 44) report
that patients being treated with a given
prednisone preparation suddenly had a
recurrence of their ailment. In each case,
reappearance of the illness was
concurrent with a change to another
brandI of prednisone tablets. The tablets
used in these clinically documented
therapeutic failures, although meeting
United States Pharmacopeia CUSP)
requirements in effect at that time,
possessed very slow rates of dissolution.

2. Evidence from well-controlled
bioequivalence studies that such
products are not bioequivaIent drug
products. Evidence from well-controlled
bioequivalence studies that different
oral preparations of methylprednisolone
are not bioequivalent have been
reported to FDA (Ref. 46). Data from two
separate studies established that, using
0 to 24 hours as the area under the
plasma concentration-time curve (AUC),
one formulation was half as available as
another in one study and half and two-
thirds as available as two other
formulations in a second study.

3. Competentmedicaldetermination
that a lack of bioequivalence would
have a serious adverse effect in the
treatment or prevention of a serious
disease or condition. The corticosteroids
are potent drugs that are dangerous if
improperly used. Patients must be
closely supervised and dosage
individualized in accordance with the
severity and prognosis of the disorder,
the response of the patient, and the
anticipated duration of therapy. It is
undesirable to suppress all symptoms
completely in'patients with chronic
conditions. Instead. corticosteroids
should be given in the smallest dosage
that will control a specific symptom or
sign and should be used for the shortest
time possible (Ref 18).

The corticosteroid& are employed in a
wide variety of disorders. With the
exception of their use as replacement
therapy and as suppressors of
endogenous production in patients with
various adrenal disorders, the use of the
corticosteroids is almost entirely on an
empirical basis. Nevertheless, two types
of toxicity are observed from the
therapeutic doses: withdrawal and
aftereffects of continued use of large
doses.

Harter et al. (Ref. 14) have described
protocols for discontinuing patients
subjected to suppressive therapy for
long terms so as to avoid acute adrenal
insufficiency.

The aftereffects of prolonged
administration of large therapeutic

doses are principally fluid and
electrolyte disturbances, hyperglycemia,
glycosuria, increased susceptibility to
infections including tuberculosis, peptic
ulcers (which bleed and perforate],
osteoporosis, a characteristic myopathy,
behavioral disturbances, posterior
subcapular cataracts, and Cushing's
habitus.

It is now well established that-
(1) A single dose of corticosterold is

without harmful effect;
(2) Corticosteroid therapy for a few

days in the absence of specific
contraindications is unlikely to produce
harmful effects;

(3) As corticosteriod therapy is
continued for periods of months, and to
the extent that the dose exceeds
equivalent substitution therapy, the
incidence of disabling and potentially
lethal effects increases; and

(4) Abrupt cessation of prolonged high
dose therapy is associated with a risk of
adrenal insufficiency significant enough
to be life threatening.

Therefore, the therapeutic goal is
usually not to seek complete relief but to
decrease symptoms to levels that permit
reasonable but still restricted patient
function.

Corticosteroids are used in the
treatment of serious diseases in which
therapy is directed at an immediate life-
threatening state and thus in which the
use of poorly bioavailable products
could result in death. These diseases
include Addisonian shock polyarteritis
nodosa, giant-cell arteritis, systemic
lupus erythematosus, relapsing
polychondritis, pemphigus, and status
asthmaticus. The corticosteroids are
also used in other serious diseases
(which lack life-threatening immediacy],
such as Addison's disease, in which
both mineralocorticoid and
glucocorticoid substitution therapy is
required. In non-life-threatening
situations in which the corticosteroids
are used as replacement therapy, the
substitution of a drug product of low
bioavailability into the dosage regime of
a patient previously titrated on a fully
available product could cause an acute
exacerbation of the disease state or,
worse, precipitate acute adrenal
insufficiency. Kersley et al. have
described adrenal failure in the case of
one patient 10 days after her dosage of
triamcinolone was reduced to half the
previous dosage (Ref. 7).

There is a real danger of inducing
acute adrenal failure if steroid therapy
is suddenly withdrawn. A change to a
poorly bioavailable brand of the steroid
on which a patient is being maintained
would be equivalent to sudden
withdrawal of the drug.

4. Physicochemical evidence that: (a)
The active drug ingredient has a low
solubilty in water, e.g., less than 5
milligrams per 1 milliter, or, if
dissolution in the stomach is critical to
absorption, the volume of gastic afuids
required to dissolve the recommended
dose far exceeds the volume offluids
present in the stomach (taken to be 100
milliiters for adults andproratedfor
infants and children). Orally
administrectcorticosteroids have low
water solubility (Ref. 55].
Hydrocortisone, prednisone,
prednisolone (Ref. 15), triamcinolone,
and meprednisone (Ref. 31] are very
slightly soluble in water.
Dexamethasone (Ref. 15),
fluprednisolone (Ref. 52), and
methylprednisolone (Ref. 51) are
practically insoluble in water.
Betamethasone (Ref. 51), cortisone
acetate, fludrocortisone acetate,
hydrocortisone cypionate (Ref. 15], and
paramethasone acetate Ref. 51] are
insoluble in water. Very slight solubility
is defined as a solubility from 0.1
milligram per milliliter (mgrn l to 1.0
mg/ml. Practically insoluble is defined
as a solubility of less than 0.1 mgmL
while insoluble means that the drug
product is not susceptible to being
dissolved (Ref. 59).
- (b] The dissolution rate of one or
more such products is slow, e.g., less
than 50percentin 30 minutes when
tested using either a general method
specified in an official compendium or a
paddle method at 50revolutions per
minute [rpm]in 900milliliters of
distilled or deionized water at 37* C, or
differs significantly from that of an
appropriate reference material such as
an identical drug product that is the
subject of an approved ful new drug
application. Data in FDA files indicate
that certain dexamethasone tablets
showed slow dissolution. One batch of
1.5 mg tablets dissolved 30 percent and
45 percent in 30 minutes (50 rpm) when
tested at two laboratories. Two batches
of 4.0 mg tablets dissolved 22 percent
and 25 percent, and 45 percent and 53
percent under the same test conditions
(Ref. 53). Reports in the literature and
dissolution studies carried out by FDA
in its own laboratories evidence a wide
variation in prednisolone tablet
dissolution rates, not only from one
company to another, but also among
tablets manufactured by the same
company. A 1974 report of dissolution
test on prednisolone tablets also
describes that both interlot andintralot
variations are observed in the
dissolution rate. For example, Lovering
and Hall observed a range of 29 to 230
minutes for 60 percent dissolution of
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prednisolone tablets in the same batch
from one manufacturer (Ref. 32). A 1973
report (Ref. 36) describes dissolution
testing of 25 lots of prednisolone tablets
from 22 different manufacturers. The
study report that 13 lots from 12
manufacturers (52 percent of the lots
tested) failed the USP dissolution test,
with time for 60 percent of the drug to
dissolve for these 13 lots ranging from 31
minutes to 111 minutes. In another study
reported in 1974 (Ref. 37), dissolution
tests were performed on commercially
available 5 mg prednisolone tablets from
five different manufacturers. One
product did not meet the compendial
dissolution specification at that time of
60 percent of drug in solution in 20
minutes. This product dissolved only to
the extent of 38 percent-in 20 minutes.
Another study, reported in 1973 (Ref. 38),
revealed a more than tenfold variation
in the dissolution rate of 5 mg .
prednisolone tablets, with products from
four manufacturers dissolving only to
the extent of 7 to 37 percent-in 20 I
minutes, using a two compartment,
dissolution dialysis method. Dissolution
testing conducted in 1974 by FDA
laboratories indicated great variation in
the dissolution rate profiles of 30
samples of prednisolone tablets
marketed by 21 manufacturers, as -
illustrated by the following table:

Number ofproducts Dissolution range at 20
nn. (percentae)

__60 (faled USP)
4 69-82,
4 - 82-90
14 . . ...... 90-100
8 ................... 100 -

The average time for 50 percent
dissolution of prednisone, in 500 ml of
water, of clinically ineffective tablets
was 100 + 53, minutes (Ref. 43). In
another report (Ref. 44), the average
time for 50 percent dissolution for
inactive 5 mg prednisone tablets was
established as 173 + 27 minutes. An in
viva/in vitro study demonstrated that 50
mg tablets had an average time for 60
percent dissolution of 60.4 minutes while
5 mg tablets of the same reached that
percentage of dissolution in 2.3 minutes.
Studies done on commercially available
5 mg prednisone tablets (25 lots from 22
manufacturers) revealed that 12 (48
percent) of the products did not meet the
USP dissolution requirements (Ref. 368).
The dissolution test revealed intralot
variation in the rate of dissolution. - . ,
Dissolution testing performed by FDA
laboratories (Ref. 4) in 1974 on 69
samples of 5 mg prednisone tablets from
30 manufacturers revealed a wide,
variation in the dissolution rates of the

marketed products. The percentage of
drug dissolved in 20 minutes ranged
from 39.3 to 107 percent. Fourteen
samples (20 percent of samples tested)
from nine manufacturers (30 percent of
the manufacturers whose products were
tested) failed to meet the compendial
specification. Dissolution profiles of
eight commercial prednisone products
from eight different manufacturers were
determined-by FDA laboratories in 1975
(Ref. 39). Of the eight products tested,
only three met the compendial
specification. One tablet was the"
slowest dissolving, with an average of
4.3 percent of the labeled amount of
prednisone dissolved in 20 minutes. The
remaining four tablets had dissolution
rates ranging from 8.3 to 58.3 percent of
label dissolved in 20 minutes. Of 96
batches of prednisone tablets from 35
manufacturers, 29 batches (from 15 -
manufacturers) failed to meet the
National Center for Drug Analysis
(NCDA) specification of at least 50
percent dissolution at 30 minutes (Ref.
17).

(c) Such drug products have a high
ratio of excipients to active ingredients,
e.g., greater than 5 to 1.

Corticosteroid tablets/capsules have
a high ratio of excipients to active
ingredients. Most of the tablets-contain
only a small amount of active ingredient.
To make them suitable for handling
purposes, a proportion of excipients,
large in relationship to the amount of
active ingredient, must be added.

(d) Specific inactive ingredients; e.g.,
hydrophilic or hydrophobic excipients
and lubricants, either may be required
for absorption of the active drug
ingredient or therapeutic moiety or,
alternatively, if present, may interfere
with such absorption. Chiou and
Riegelman (Ref. 28) found that the
dissolution rate oflhydrocortisone
acetate was increased via solid
dispersions of the drug in polyethylene
glycol 6000. Short et al. (Ref. 29) found
more rapid dissolution of hydrocortisone
when even very low concentrations of
surfactant were added to the dissolution
medium. Testing of 6 mg prednisolone
tablets USP from six different
manufacturers revealed that "the
inactive non-therapeutic tablet
components can make a difference in
the availability of free prednisolone" by
the formation of high moleculart weight
drug-excipient complexes-which could
decrease the availability and absorption
of prednisolone in vivo (Ref. 38). The
dissolution rate of prednisolone acetate
can be significantly increased when
made into a solid dispersion with the
inactive ingredient polyethylene glycol
6000 (Ref. 28). The absorption of

prednisolone from the rat small intestine
can be significantly increased by
complex formation of prednisolone USP
with either N,N-DI-N-
propylpropionamide, or N,N-dl-n-
butylpropionamide (Refs. 41 and 42).

5. Pharmacokinetic evidence that: (a)
The degree of absorption of the active
drug ingredient, therapeutic moiety, or
its precursor is poor, e.g., less than 50
percent, ordinarily in comparison to an
intravenous dose, even when it is
administered in pure form, e.g., in
solution. Comparison between
intramuscular and oral administration of
triamcinolone in the treatment of acne
vulgaris showed that when equal doses
of triamciiolone are administered, the
availability from parenterally
administered triamcinolone
(intramuscularly) was approximately 2.8
times that following administration by
the oral route (Ref. 33). Comparison
between the two "depot" dosage forms
of triamcinolone (acetonide and
diacetate) concluded thaf the property
of longer duration of action was gained
at the expense of increasingly erratic
absorption, and that these preparations
were too unrealiable to permit their use
in clinical therapy (Ref. 34). When the
acetonide derivative was compared to
the diacetate derivative for effect on the
pituitary-adrenal axis, the former was
found to have a suppressive effect for
approximately 4 weeks compared to 1
week with the latter (Ref. 35).
Hydrocortisone intramuscular (IM)
results in slow but prolonged
absorption, compared to oral
administration. Hydrocortisone acetate
IM is poorly absorbed from
intramuscular injections (Ref. 30).

(b) There is rapid metabolism of the
therapeutic moiety in the intestinal wail
or liver during the process of absorption
(first-pass metabolism) so the
therapeutic effect and/or toxicity of
such drug product Ah determined by the
rate as well as the degree of absorption.
Cortisone and other steroids that have
the 11-keto group, that Is, possession of
a carbonyl group, C::O, attached to the
basic chemical structure, are reduced In
the liver to the hydroxyl (OH) group, the
active form (Ref. 19).'The reduction also
occurs in the small intestine (Refs. 20
ahd 21); thus, an increased fraction of
cortisol (prototype of the
glucocorticoids) is available when
cortisone is given by mouth instead of
intravenously (Ref. 22). Barr at al. (Ref.
22) have shown oral dose dependent
absorption kinetics in relation to
cortisone conversion to the active
metabolite'cortisol. Higher doses of
cortisone lead to relatively less
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conversion due to saturation of intestine
and hepatic sites of metabolism.

It is a well-documented fact that
prednisone given orally is rapidly
converted to the biologically active
metabolite prednisolone (Refs. 26, 27,
and 47 through 50]. Preduisolone levels
in serum are detectable one-half hour
after the oral administration-of
prednisone in humans (Ref. 50). After
oral administration of prednisone to
patients with acute or chronic liver
disease, serum prednisolone levels were
significantly lower than those observed
in normal subjects (Ref. 49).

(c) The therapeutic moiety is rapidly
metabolized or excreted so that rapid
dissolution and absorption are required
for effectiveness. One study compared a
fludrocortisone tablet preparation with
that of an intravenous reference dose
and found the absorption ratio to be 1.0.
Oral absorption was fast (time to peak
(Tmax] of 1.7 hours). The half-life of
fludrocortisone is approximately 30.
minutes (Ref 25].

Oral hydrocortisone is rapidly
absorbed, metabolized, and excreted.
Peak blood levels are reached 1 hour
after dose administration. Its metabolic
clearance is well established, with less
that 0.1 percent excreted as unchanged
drug. It has a half-life of 1.5 to 2.5 hours
(Ref. 23). The elimination half-life of
methylprednisolone has been reported
as 2.5 hours (Ref. 24). Prednisone has a
half-life of 1 hour (Ref. 54).

The Bioequivalence Requirement

On the basis of these data, the
Director tentatively concludes that the
evidence meets one or-more of the
criteria set forth in § 320.52 and
proposes to establish-the following
bioequivalence requirements:

1. For prednisone: The Director
proposes to establish a bioequivalence
standard that would be applicable to all
manufacturers of single active
ingredient oral dosage form drug
products containing prednisone. This
proposed bioequivalence standard,
officially recognized by USP (Ref. 56), is
an in vitro dissolution test that has been
correlated with human in vivo
bioavailability data (Refs. 57 and 58)
and calls for the average amount of the
labeled prednisone dissolved in a
sample of 12 test tablets or capsules to
be not less than 80 percent in 30
minutes, with not less than 65 percent
dissolution in 30 minutes of the labeled
amount of prednisone for any of the
individual tablets or capsules tested.
Manufacturers of single active
ingredient oral dosage form drug'
products containing prednisone not
marketed on the effective date of this

regulation must include the results of the
tests in the original full or abbreviated
new drug application (NDA, ANDA) for
the drug product submitted to FDA. In
the case of such products currently
marketed, the results of these tests must
be submitted to FDA within 60 days
following the effective date of the final
regulation. Each submission must be in
the form of a supplement to the
approved NDA or ANDA for the drug
product. A manufacturer unable to meet
this specification would be required to
reformulate the drug product to meet the
specifications. After approval of an
application or supplement, whatever the
case may be, the manfacturer will be
required to conduct the in vitro
dissolution test on a sample of each
batch of its drug product to ensure
batch-to-batch uniformity.

Methodology specifications are set
forth below in the text of the proposed
bioequivalence requirements.

2. For prednisolone: The Director
proposes to establish a standard that
would be applicable to all
manufacturers of single active
ingredient oral dosage form drug
products containing prednisolone. This
proposed bioequivalence standard,
which has been communicated to USP
for incorporation in its prednisolone
tablet monograph, is an in vitro
dissolution test that has been correlated
with human in vivo bioavailability data.
It specifies that the average amount of
labeled prednisolone dissolved In a
sample of 12 test tablets or capsules is
to be not less than 80 percent in 30
minutes, with not less than 65 percent in
30 minutes of the labeled amount of
prednisolone for any of the individual
tablets or capsules tested.
Manufacturers of single active
ingredient oral dosage form drug
products containing prednisolone not
marketed on the effective date of this
regulation must include the results of the
tests in the original NDA or ANDA for
the drug product submitted to FDA. In
the case of such products currently
marketed, the results of these tests must
be submitted to FDA within 60 days
following the effective date of the final
regulation. Each submission must be in
the form of a supplement to the
approved NDA ofANDA for the drug
product. A manufacturer unable to meet
this specification would be required to
reformulate the drug product to meet the
specifications. After approval of an
application or supplement, whatever the
case may be, the manufacturer will be
required to conduct the in vitro
dissolution test on a sample of each
batch of its drug product to ensure
batch-to-batch uniformity.

Methodology specifications are set
forth below in the text of the proposed
bloequivalence requirements.

3. For other corticosteroids: The
Director proposes a bioequivalence
requirement that would be applicable to
all manufacturers of single active
ingredient oral dosage form drug
products containing betamethasone,
cortisone acetate, dexamethasone,
fludrocortisone acetate, fluprednisolone,
hydrocortisone, hydrocortisone
cypionate, methylprednisolone,
paramethasone acetate, triamcinolone,
and meprednisone. The proposed
bioequivalence requirement is an in
vitro dissolution test that has not been
correlated with human in vivo
bioavallability data. Such a correlation
has not been done, and the Director is
not now proposing an in vivo
bioequivalence requirement because
current in vivo methodology is not
sufficiently precise to permit such
action. The Director, however, will
continue to monitor any changes in the
available methodology so that, if thg
methodology becomes sufficiently
refined, he may either seek to obtain
data correlating an in vitro dissolution
test with human in vivo bioavallability
data, or propose an in vivo requirement,
or both. Until in vivo methodology does
become available, the Director proposes,
as the appropriate bioequivalence
requirement, the following in vitro
dissolution tests:

(1) Each manufacturer of a drug in the
class, except the manufacturer of a

.reference product, would be required to
conduct an in vitro dissolution test
comparing 12 dosage units of its drug
product with 12 dosage units from each
of 3 lots or batches of FDA specified-
reference product. Table A attached to
the "Guidelines For In Vitro Dissolution
Testing of Corticosteroids," which is on
display with the FDA Hearing Clerk.
lists each such reference product. The
test product would be considered to
meet the bioequivalence requirement if
the average dissolution of the test
product is greater than or equal to the
average dissolution of the reference
product, with no test dosage units
having a dissolution of less than 70
percent, at the end of 30 minutes. A
manufacturer unable to meet this
specification would have to reformulate
the drug product to meet the
specifications. Any difficulties
encountered in obtaining samples from 3
lots or batches of the reference material
should be brought to FDA's immediate
attention.

(2) Each manufacturer of reference
product would be required to conduct an
in vitro dissolution test on 12 dosage
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units from each of 3 consecutive lots or
batches of its drug product to
demonstrate consistent dissolution
performance. Under this proposed
requirement, the test product would be
deemed to meet the bioequivalence
requirement if no test dosage units have
a dissolution of less than 70 percent, at
the end of 30 minutes.
.*Manufacturers of single active

ingredient oral dosage form drug
products containing betamethasone,
,cortisone acetate, dexamethasone,
fludrocortisone acetate, fluprednisolone,
hydrocortisone, hydrocortisone
cypionate, methylprednisolone,
paramethasone acetate, triamcinolone,
or meprednisone not marketedon the
effective date of this regulation must
include the results of the tests in the
original NDA or ANDA for the drug
product submitted to FDA. In the case of
such products currently marketed, the
results of these tests must be submitted
to FDA within 60 days following the -

effective date of the final re~ilation. -
Each submission must be in the form of
a supplement to the approved NDA or
ANDA for the drug product. A
manufacturer unable to meet this
specification would be required to
reformulate the drug product to meet the
specifications.After approval of an
application or supplement, whatever the
case may be, the manufacturer will be
required to conduct the in vitro .< -
dissolution test on a sample of each"
batch of its drug product to ensure
batch-to-batch uniformity.

Methodology specifications are set -
forth below in the text of the proposed
bioequivalence requirements.

It should be noted that FDA
dissolution specifications for.
prednisolone and methylprednisolone
differ in certain particulars.from their
respective compendial dissolution
specifications; USP in the case of
prednisolone, National Formulary (NF)
in the case of methylprednisolone.
These differences consist of dosage
form, dissolution time, dissolution-
percentage, method, and revolution
speed.

The Director has concluded that
manufacturers of prednisolone' drug
products will be required to meet the
more stringent FDA-established
dissolution specifications. The FDA in
vitro dissolution test for prednisolone
drug products has been correlated with
human in vivo bioavailability data and,
therefore, furnishes an assurance of
bioavailability that is not provided if the
compendial (USP) specifications are
followed.

The Director has also concluded that
manufacterers, of methylprednisolone

drug products will be required tojmeet
the more stringent FDA-established
dissolution specifications for
methylprednisolone instead of the
current compendial (NF) specifications.
This conclusion was reached after it
was shown that higher dissolution
standards, which would provide a
greater assurance of bioavailablity, are
attainable for marketed
methylprednisolone drug products.

The proposed effective date of the.
final regulation is 30 days following the
date of ts publication in the Federal
Register.

The Director adyises that drug
products subject to this proposal are
regarded as new drugs as-defined in
section201(p) (2t U.S.C. 321(p)) of the
Federal Food, Drug, and Cosmetic Act,
requiring -either an approved NDA or
ANDA as a condition to market the
product lawfully. Marketing of such a,
drug product shall be in'accordance
with the-requirements of §320.58 (21-
CFR320.58).: 

After the effective date of a-final
regulation establishing -a bioequivalence
requirement,'each manufacturer, under
§ 320.56 (21 CFR 320.56), would be
required t6 conduct the in vitro -

dissolution fest ona sample -of each
batch of the oral corticosteroid to ensure
batch-to-batch uniformity and to recall
those batches falling below this
specification after appearing in the
marketplace.
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The Director has determined that this
document does not contain an agency
action covered by § 25.1(b) (21 CFR
25.1(b)) and, therefore, consideration by

the agency of the need for preparing an
environmetal impact statement is not
required.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 2M(p),
502, 505, 701(a), 52 Stal 1041-1042 as
amended, 1050-1053 as amended, 1055,
(21 U.S.C. 321(p), 352. 355, 371(a))) and
under authority delegated to the
Commissioner of Food and Drugs (21
CFR 5.1) and redelegated to the Director
(21 CFR 5.79), it is proposed that Part 320
be amended by adding to Subpart D
(proposed in the Federal Register of
August 5,1977 (42 FR 39675)) new
§ 320.109 to read as follows:

§ 320.109 Certain oral cortlcosterold.
(a) Appicability. The requirements of

this section apply to all single active
ingredient oral dosage form drug
products containing any of the following
corticosterolds: betamethasone,
cortisone acetate, dexamethasone,
fludrocortisone acetate, fluprednisolone,
hydrocortisone, methylprednisonlone,
paramethasone acetate, prednisolone, .
prednisone, triamcinolone,
meprednisone, or hydrocortisone
cypionate.

(b) Bloequivalence requirment for in
vitro testing. (1) In vitro bioequivalence
standard for prednisone:

(i) Each manufacturer of a drug
product that is subject to this section
and contains prednisone shall conduct
an In vitro dissolution fest using United
States Pharmacopeia Method H (USP
XIX, 4th Supplement, p. 194). In
following USP Method I procedures, 500
milliliters of de-aerated water shall be
used as the medium for tablets or
capsules containing 10 milligrams or less
of prednisone, and 900 milliliters of de-
aerated water shall be used with tablets
or capsules containing more than 10
milligrams of prednisone. The water
temperature shall be held at 37*--- 0.5' C -
throughout, with the paddle rotating at
50 revolutions per minute.

(ii) The test drug product shall be
deemed to meet the bloequivalence
requirement for the in vitro
bloequivalence standard if the average
amount of the labeled prednisone
dissolved in a sample of 12 test tablets
or capsules is not less than 80 percent in
30 minutes, with not less than 65 percent
of the labeled amount of prednisone-
dissolved for any of the individual
tablets tested.

(2) In vitro bioequivalence standard
for prednisolone:

(i) Each manufacturer of a drug
product that is subject to this section
and contains prednisolone shall conduct
an in vitro dissolution test using United
States Pharmacopeia Method II (ELSP
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XIX, 4th Supplement, I,. 194). In
following USP Method II Procedures, 900
milliliters of de-aerated water shall be
used as the medium. The water
temperature shall be held at 37 ° ± 0.50 C
throughout, with the paddle rotating at
50 revolutions per minute.

(ii) The test drug product shall be
'deemed to meet the bioequivalence
requirement for the in vitro
bioequivalence standard if the average
amount of the labeledprednisolone
dissolved in a sample of 12 test tables or
capsules is not less than 80 percent in 30
minutes, with not less than 65 percent of
the labeled amount of prednisolone
dissolved for any of the individual
tablets tested.

(3) In vitro bioequivalen~e
requirement for betamethasone,
coritsone acetate, dexamethasone,
fludrocortisone acetate, fluprednisolone,
hydrocortisone, hydrocortisone,
cypionate, methylprednisolone,
paramethasone acetate, triamcinolone,
and meprednisone:

(i) Each manufacturer of a drug
product subject to this section, except as
provided in paragraph (b)(1) and (2) of
this section, and a manufacturer of a
reference material; shall conduct an in
vitro dissolution test using United States
Pharmacopeia Method II (LUSP XIX, 4th
Supplement, p. 194), comparing 12
dosage units of its drug product with 12
dosage units from each of 3 lots or *
batches of reference product specified
by the Food and Drug Administration. In
following USP Method I procedures, 900
millilite'rs of de-aerated water shall be
used as the medium. The water
tempierature shall be held at 370 ± 0.50 C
throughout, with the paddle being
rotated at 50 revolutiois per minute.

(ii) The test drug product shall be
deemed to meet the bioequivalence
requirement if the aveiage dissolution of
the test product is greater than or equal
to the average dissolution of the
reference product, with no-test dosage
unit having a dissolution of less than 70
percent at the end of 30 minutes.

(III) Each manufacturer of a drug
product that is subject to this section
and is selected by the Food and Drug
Administration as a reference material
shall conduct an in vitro dissolution test
on 12 dosage units from each of 3
consecutive lots or batches of its drug
product to demonstrate consistent
dissolution performance. The drug
product shall be considered to meet the
bioequivalence requirement if the in
vitro data show no test dosage unit
having a dissolution of less than 70
percent at the end of 30 minutes. -

(4) Each manufacturer of a drug
product subject to this section shall

submit the results of the required in
vitro dissolution test to the Food and
Drug Administration on or before (insert
date 60 days after the effective date of
this section). -

(5) Manufacturers of single'active
ingredient oral dosage form drug
products containing betamethasone,
coritsone acetate, dexaniethasone,
fludrocortisone acetate, fluprednisolone,
hydrocortisone, hydrocortisone,
cypionate, methylprednisolone,
paramethasone acetate, triamcinolone,
or meprednisone not marketed on the
effective date of this regulation shall
include the results of the tests in the
original full or abbreviated new drug
application for the drug product
submitted to 'the Food and Drug
Administration. In the case of such
products currently marketed, the-results
of these tests must be submitted to the.
Food and Drug Administration within 60
days following the effective date of the
final regulation. Each submission shall
be in the form of a supplement-to the
approved new drug application or
abbreviated new drug application for
the drug product. A manufacturer unable
to meet this specification-shall
reformulate the drug producf to meet the
specifications. After approval of an
application or supplement, whatever the
case may be, the manufacturer shall
conduct the in vitro dissolution test on a
sample of each batch of its drug product
in order to ensure batch-to-batch
uniformity. .. .
(c) [Reserved]
(d) Modifications. Alternative

methods or modifications to the
bioequivalence requirement for in vitro
testing as set forth in this section may
be used if evidence is submitted
demonstrating that the modification will
ensure the bioequivalence of the drug to
an exient equal t6 or greater than the-
methods set forth in this section. The
data should be submitted to, and
approved before use by; the Director,
Division of Biopharmaceutics (HFD-
520), Food and Drug Administration,,
5600 Fishers Lane, Rockville, MD 20857.
Any approved modification will be
incorporated into the appropriate
guidelines for the drug.
(e) Reference material and guidelines

for testing. (1) The reference material to
be used in the in vitro tests is specified
in the "Guidelines For In Vitro
Dissolution Testing of Corticosteroids."

(2] Guidelinesfor the conduct-of in-
vitro tests of corticosteroids are on file
in the office of the Hearing Clerk HFA-
305), Food and Drug Administration,.Rm.
4-65, 5600 Fishers Lane; Rockville, MD
20857, and-are available on request to
that office.

Interested persons may, on or before
June 12, 1979, submit to the Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of all comments shall be
submitted, excdpt that individuals may
submit single copies of comments, and
shall be identified with the Hearing
Clerk docket number found in brackets
in the heading of this document,
Received comments may be seen In the
above office between the hours of 9 am,
and 4 p.m., Monday through Friday.

In accordance with Executive Order
12044, the economic effects of this
proposal have been carefully analyzed,
and it has been determined that the

•proposed rulemaking does not involve
major economic consequences as
defined by that order. A copy of the'
regulatory analysis assessment
supporting this determination is on file
with the Hearing Clerk, Food and Drug
Administration.

Dated: April 5,1979.
I. Riduad rout,
Director Bureau of DhUgs.

[Docket.o. 79N-o34]
[FR Doc. 79-11309 Filed 4-2-M. 8:45 am]
BILNG CODE 4110-03-M

[21 CFR Part 808]

Medical Devices; Opportunity for Oral
Hearing on Proposed Action on State
of Masschusetts' and State of Rhode
Island's Applications for Exemption
From Preemption for Hearing Aid
Requirements ,
AGENCY: Food and Drug Administration.
ACTION: Notice of Opportunity for Oral
Hearing.

SUMMARY: The Food and Drug
Administration (FDA) announces an
opportunity for interested persons to
request an oral hearing on a proposed
rule on Massachusetts' and Rhode
Island's applications for exemption from
Federal preemption for State hearing aid
requirements. The proposed rule Is
published elsewhere in this issue of the
Federal Register.
DATES: Requests for an oral hearing by
May 14, 1979.
ADDRESS: Written requests to the
Hearing Clerk (HFA-305), Food and

-Drug Aministration, Rm. 4-05, 5600
-Fishers Lane, Rockville, MD 20857

FOR FURTHER INFORMATION CONTACT-
Joseph M.'Sheehan, Bureau of Medical
Devices (HFK-:70), Food and Drug
Administration, Department of Health,
Education, and Welfare, 8757 Georgia
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Ave., Silver Spring, MD 20910, 301-427-
7114.

SUPPLEMENTARY INFORMATION: The
agency announces an opportunity for an
oral hearing on its proposal on
Massachusetts' and Rhode Island's
applications for exemption from Federal
preemption for State hearing aid
requirements. Interested persons may
request an oral hearing on or before
May 14,1979.

Elsewhere in this issue of the Federal
Register, FDA is proposing to either
grant or deny an exemption for each of
the preempted Massachusetts and
Rhode Island requirements. In the
Federal Register of July 28, 1978 (43 FR
33180) the agency issued a proposal
responding to 19 6ther applications for
exemption from preemption for hearing
aid requirements. Interested persons
were initially given until September 26,
1978 to submit written comments on the
proposal. In the Federal Register of
October 20,1978 (43 FR 49015), the
comment period was extended to
December 19, 1978. FDA held a public
hearing on the proposal on October 31
and November 1,1978. Many of the
written comments and much of the
testimony at the oral hearing on the July
28,1978 proposal are relevant to the
Massachusetts and Rhode Island
applications and will be considered in
the preparation of the final regulation on
these applications. To enable.
expeditious review of requests for an
oral hearing, the agency has limited the
period for requesting an oral hearing to
the first 30 days of the comment period.
If the agency determines that an oral
hearing should be held, it will announce
the time, date, and place of the hearing
in a Federal Register notice. The
procedures that will govern any such
oral hearing are those applicable to a
public hearingbefore'the Commissioner
under Part 15 (21 CFR Part 15).

Interested persons may, on or before
May 14, 1979, submit requests for an oral
hearing to the Hearing Clerk, Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857. All
requests should be submitted in four
copies, except that individuals may
submit single copies of requests,
identified with the Hearing Clerk docket
number found in brackets in the heading
of this notice.

This notice is issued under the Federal
Food. Drug, and Cosmestic Act (sec. 521,
90 Stat 574 (21 U.S.C. 360k]) and under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.1).

Dated. April 5,1979.

JouPhP. MI,
As-o-ate Com1-m -fa Aerr .u.dato"ffah..

[Do. et No. 7 -=1
[FR Doc 79-111W Filed 4-12-,M. :83 a=1

BILLING CODE 4110-03-U

[21 CFR Part 808]

,Exemption From Preemption of State
and Local Hearing Aid Requirements;
Application for Exemption

AGENCY:. Food and Drug Administration.

ACTION: Proposed rule.

SUMMARY. The Federal Food. Drug, and
Cosmetic Act preempts State and local
medical device requirements that are
different from or in addition to Federal
requirements. The act also provides that
the agency may, by regulation, exempt
State and local device requirements
from preemption. In response to
applications from the Governments of
Massachusetts and Rhode Island, the
Food and Drug Administration (FDA)
proposes to either grant or deny
exemption from Federal preemption for
those States' hearing aid device
requirements. Elsewhere in this issue of
the Federal Register, the agency
announces an opportunity for interested
persons to request an oral hearing on
these proposed regulations.
DATES: Comments by June 12,1979. FDA
proposes that the final regulation based
on this proposal be effective 30 days
after the date of its publication in the
Federal Register.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT.
Joseph M. Sheehan, Bureau of Medical
Devices (HFK-70), Food and Drug
Administration. Department of Health,
Education, and Welfare, 8757 Georgia
Ave., Silver Spring, MD 20910,301-427-
7114.
SUPPLEMENTARY INFORMATION: In a final
regulation published in the Federal
Register of February 15,1977 (42 FR
9288), FDA established requirements for
professional and patient labeling and
conditions for sale of hearing aids. Since

.the regulation became effective on
August 25,1977, any State and local
hearing aid requirement that is different
from or in addition to the requirements
established by the FDA regulations is
preempted under section 521(a) of the
Federal Food. Drug, and Cosmetic Act
(21 U.S.C. 360k(a)).

FDA issued final regulations,
published in the Federal Register of May

2,1978 (43 FR 18661), establishing
procedures for considering applications
for exemption from preemption. In those
regulations, the agency announced its
determination that section 521 of the act
does not preempt certain types of State
and local requirements. The following
requirements relating specifically to
hearing aids are not preempted. (1)
Requirements with respect to the
licensing of hearing aid dispensers.
audiologists, and physicians; (2)
requirements that are substantially
identical to the FDA requirements
governing the labeling and conditions
for sale of hearing aids; and (3)
requirements established by Federal,
State, or local agencies governing the
expenditure of public funds for
purchasing hearing aids and hearing
health care services for the hearing
impaired.

Section 521(b) of the act (21 U.S.C.
360k(b)) provides that FDA may, by
regulation issued after notice and an
opportunity for an oral hearing, exempt
a State or local medical device
requirement from preemption under
such conditions as the agency may
prescribe if the requirement is (1) more
stringent that an FDA requirement
applicable to the device or (2) required
by compelling local conditions, and
compliance with it would not cause the
device to be in violation of any
requirement applicable under the
Federal act.

In response to a notice published in
the Federal Register of October 18,1977
(42 FR 55648), 18 States and the District
of Columbia submitted applications for
exemption from preemption for their
hearing aid requirements. The agency
responded to those applications in a
proposed regulation published in the
Federal Register of July 28,1978 (43 FR
33180). An oral hearing on the proposal
was held on October 31 and November
1,1978. Interested persons were initially
given until September 25,1978 to
comment on the proposal. In the Federal
Register of October 28,1978 (43 FR
49015), the comment period was
extended to December 19,1978.

On June 27,1978, the Commonwealth
of Massachusetts applied for exemption
from preemption for Massachusetts
General Laws Chapter 93, Sections 72
and 74. On August 10,1978, the State of
Rhode Island applied for exemption
from preemption for Rhode Island
General Laws .5-49-.,2.2, and 2.3.
Because these two applications raise
related Issues, the agency has
consolidated them for consideration but
will judge each on its own merits.
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Massachusetts
Section 72. No person shall enter into a

contract for the sale of or'sell a hearing aid
unless within the preceding six months the
prospectiive purchaser has obtained a
medical clearance, and a hearing test
evaluation.

No person shall sell a hearing aid not
conforming to the hearing test evaluation
required by this section without written
approval from the physician, audiologist or
otolaryngologist involved. -

No persod except a person'whose religious
beliefs preclude consultation with a
physician may waive the requirement of
either a medical clearance or a hearing test
evaluation. '

This section shall not apply to the
replacement of an identical hearing aid
within three years of the date that the
,purchaser 'received the hearing aid.

Section 72 is different from thi FDA
requirements in three'respects. First,-it
requires a hearing test evaluation in
addition to the medical evaluation
required by the FDA regulation. Second,
under section 72, only a person whose
religious beliefs preclude consultation
with a physician may waive the medical
clearance and hearing test evaluation
requirement, while the FDA regulation
permits any adult 18 years of age or
older to waive the medical evaluation
requirement. Finally, section 72 provides
that its requirements do not apply to the
sale of an identical replacement hearing
aid within three years. No such
exception is included in the FDA
regulation. ,

In issuing the FDA hearing aid
regulation, the agency concluded that
the public record did not justify
requiring an, audiological or hearing test
evaluation to determine hearing aid
candidacy. Such a requirement would
create an additional barier to the
receipt of a hearing aid in those areas of
the country where audiological services
are scarce, and could increase the cost
of obtaining a hearing aidwithout - -
providing any conclusive assurance that
the patient would benefit from '
amplification. Furthermore, the agency
believes that, in general, an informed
adult who has religious or personal
objections to medical examination
should be permitted to waive the
medical evaluation requirement. For
these reasons, FDA is prbposing to deny
exemption from preemption for section
72. -

Section 74 provides that the hearing
aid dealer must give the purchaser a
receipt containing certain information.
Most of the required information
concerns the terms of sale. These
requirements are not preempted under,
section 521(a) of the act because they do -
not relate to the safety and effectveness

of hearing aid. However, two jProvisions_ the department of health, signed by a
of section 74 do relate to-the-safety or-' -physician duly licensed in the state of Rhode
effectiveness of hearing aids and are Island under the provisions of chapters 6-30

- preempted. or 5-37 of the general laws as amended,
Section 74 provides that the receipt-- attesting thereon that jursuant to an

mtst contain a statement of whether th- -otological examination, it Is his diagnosis that
hearing aid is new, used, or- - r the prospective patient-purchaser has a

reconditioned. This requirement is in hearing impediment of such a nature as to

addition to the FDA requirement (21 indicate the heed for a hearing aid instrument

CFR 801.420(c)(5)) that the User or hearing prosthetic device.
Instructional Brochure contain an- - Section 5-49-2.2 requires the hearing
appropriate statement-if the-hearing aid aid dispenser to keep records of all sales
is -used or rebuilt. The term "used of hearing aids, including a copy of the
hearing aid" is defined in the FDA-- -__cerfifcate of need required by section 5-
regulation (21 CFR 801.420(a)(6)) but is 49-2.1. Section 5-49-2.3 provides for
not defined in the Massachusetts law. penalties for violations of sections 5-49-
The Massachusetts requirement 2.2 and 5-49-2.3.
provides additional information for the Section 5-49-2.1 is preempted because
consumer and therefore ismore_ it is different from the FDA regulation in
stringent. However, it is-importrnt tjhat that it does not permit a waiver of the

Massachusetts apply the FDA definition medical evaluation requirement.

of "used hearing aid" to ensure-thathe Aed abovei nt

consumer does not receive-confilt4_g As stated above, it is the FDAs

and confusing information. Therefore, position that any informed adult 18
the agency is proposing to exempt this years of age or older should be
provision from preemptionon the_ ,permitted to waive the medical
condition that Massachusettsapply-he- evaluation requirement. Therefore, the
FDA definition of "used-hearing aid." agency is proposing to deny exemption

Section 74 also requt esthaf the from preemption for section 2.1.

receipt contain the following statement- Section 2.2 is preempted to the extent
'This he aid will not restor , niihal that it requires the hearing aid dispenserhearing nor will it prevent further to keep a record of the certificate of

hearing loss. According to state law, no need because the agency is proposing to
hearing aid may be sold to you without deny exemption from preemption for the
first a prior medical examination and requirement that the purchaser obtain
then a hearing test evaluation." such a certificate.
Although the requirement in the first Section 2.3 is a general enforcement
sentence is similar to the statement-- -requirement that is not a requirement
required to be included in the .User, =:Kwitlurespect to a device and therefore Is
Instructional Brochure under.2I CIR not preempted under section 521 of the
801.420(c)(1)(vii), it is in addifidn- t5 the act. However, section 2.3 Is
Federal requirementand therefore is unenforceable to the extent that it
more stringent. Yet, because the imposes a penalty for violation of the
requirement provides additional provisions that are preempted.
information to the consumer-without Therefore, under the Federal Food,
placing any significant burdie-on the Drug, and Cosmetic Act (secs, 521, 701,
hearing aid dispenser, the agency is 52 Stat. 1055-1056 as amended, 90 Stat.
proposing to exempt this provision from 574 (21 U.S.C. 360k, 371)) and under
preemption. authority delegated'to the Commissioner

The second sentence-of-the _ atement of Food and Drugs (21 CFR 5.1), it is
required by'section 74 refers-t- the proposed that Part 808 be amended in
requirements ofsection 72 for which the Subpart C by adding new § § 808,71 and
agency is proposing to deny exemption 808.89 as follows:
from re T tDrfiin 21'har~r tif- .. n, I

is also proposing tord n y-exemption
from preemption for the requirement
that this sentence be included on the
receipt I
Rhode Island ..- -

5-49-2.1 Certificate of Need. No person,
firm, association or corporation shall sell or
attempt to sell or otherwise make available
any hearing aid instrument or hearing
prosthetic device-to a prospective consumer
or purchaser unless said consumer or
purchaser has first obtained and presented to
the seller a certificate of need on forms
prescribed and furnished by the director of

§ 808.71 Masachusetts.
(a) The following Massachusetts

medical device requirement is
enforceable notwithstanding section 521
of the act because the Food and Drug
Administration has exempted it from
preemption under section 521(b) of the
act: Massachusetts General Laws,
ChEpter 93, section 74, except as
provided in paragraph (b) of this section,
on the condition that, in enforcing this
requirement, Massachusetts apply the
definitiod of "used hearing aid" in
§ 801.420(a)(6) of this chapter,
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(b) The following Massachusetts
medical device requirements are
preempted under section 521 of the act
and have been denied an exemption
from preemption: Massachusetts
General Laws, Chapter 93, sections 72
and 74 to the extent that they require
that the sales receipt contain a
statement that State law requires a
medical examination and a hearing test
evaluation before the sale of a hearing
aid.
§ 808.89 Rhode Island.

The following Rhode Island medical
device requirements are preempted
under section 521 of the act and have
been denied an exemption from
preemption: Rhode Island General Laws
section 5-49-2.1 and section 2.2, to the
extent that section 2.2 requireq the
hearing aid dispenser to keep a record
of the certificate of need.

Interested persons may, on or before
June 12,1979, submit-to the-Hearing
Clerk (HFA-305), Food and Drug
Administration, Rm. 4-65, 5600 Fishers
Lane, Rockville, MD 20857, written
comments regarding this proposal. Four
copies of all comments shall be
submitted, except that individuals may
submit single copies of comments, and
shall be identified with the Hearing
Clerk docket number found in brackets
in the heading of this document.
Received comments may be seen in the
above office between the hours of 9 a.m.
and 4 p.m., Monday through Friday.

In accordance with Executive Order
12044, the economic effects of this
proposal have been carefully analyzed,
and it has been determined 4hat the
proposed rulemaking does.not involve
major economic consequences as
defined by that order. A copy of the
regulatory analysis assessment
supporting this determination is on file
with the Hearing Clerk, Food and Drug
Administration.

Dated: April 5,1979.
Iowcpb P. HI,
Associate Comionerfor egatozyAffa-r
[Docket No. 78P-0=1
[FR Doc. 79-111s Filed 4-1z-79 &4s am]

BILUNG CODE 4110-03-M

[21 CFR Part 1090]

Accidental Radioactive Contamination
of Human Food and Animal Feeds;
Recommendations for State and Local
Agencies
Corection

In FR Doc. 78-34860 appearing at page
58789 in the issfie for Friday, December
15, 1978, make the following corrections:

(1) On page 58790, in the first column,
under the heading, SUMMARY, in the
23rd line, insert the word "radioactive"

betveen the words "preventing" and
"contamination".

(2) On page 58795, in § 1090.400(d)(2).
in the table of response levels
equivalent to the emergency PAG, the
entry indicating the response level for
adults for cesium-137 (137c.) at initial
deposition (microcuries/meter) should
be "25" and not "65", as given.

(3) Also on page 58795, in
§ 1090.400(d)(2), in the table of response
levels equivalent to the emergency PAG,
Ihe entry indicating the response level
for adults for cesium-137 (137c,) at peak
activity in milk (microcuries/liter)
should read "22' .
BILLG CODE 155-01-M

DEPARTMENT OF HOUSING AND

URBAN DEVELOPMENT

Federal Insurance Administration

[24 CFR Part 1917]

National Flood Insurance Program;
Proposed Flood Elevation
Determinations for the Town of
Altavista, Campbell County, VA.
AGENCY. Federal Insurance
Administration, HUD.
ACTION: Proposed rule.

SUMMARY: Technical information or
comments are solicited on the proposed
base (100-year) flood elevations listed
below and proposed changes to base
flood elevations for selected locations in
the Town of Altavista, Campbell
County, Virginia.These base (100-year)
flood elevations are the basis for the
flood plain management measures that
the community is required to either
adopt or show evidence of being already
in effect in order to qualify or remain
qualified for participation in the national
flood insurance program (NFIP).
DATE: The period for comment will be
ninety (90) days following the second
publication of this proposed rule in a
newspaper of local circulation in the
above-named community.
ADDRESS: Maps and other information
showing the detailed outlines of the
flood-prone areas and the proposed
base (100-year) flood elevations and
proposed changes to base flood
elevations are available for review at
the Town Hall, 510 Seventh Street,
Altavista, Virginia. Send comments to:
Mr. Stanley Goldsmith, Town Manager,
510 Seventh Street. Altavista. Virginia
24517.
FOR FURTHER INFORMATION CONTACT.
Mr. Richard Krimm, Assistant
Administrator, Office of Flood
Insurance, Room 5270,451 Seventh
Street SW., Washington, D.C. 20410,
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202-755-5581 or toll-free line 800-424-
8872.
SUPPLEMENTARY INFORMATION: The
Federal Insurance Administrator gives
notice of the proposed determinations of
base (100-year) flood elevations and
proposed changes to base flood
elevations for the Town of Altavista in
accordance with section 110 and Section
206 of the Flood Disaster Protection Act
of 1973 (Pub. L. 93-234), 87 Stat. 980,
which added section 1383 to the
National Flood Insurance Act of 1988
(Title XIII of the Housing and Urbaii
Development Act of 1968 (Pub. L. 90-
448)), 42 U.S.C. 4001-4128, and 24 CFR
1917.4(a).

These elevations, togetherwith the
flood plain management measures
required by § 1910.3 of the program
regulations, are the minimum that are
required. They should not be construed
to mean the community must change
any existing ordinances that are more
stringent in their flood plain
managementrequirements. The
community may at any time enact
stricter requirements on its own, or
pursuant to policies established-by other
Federal, State, or regional entities.
These proposed elevations will also be
used to calculate the appropriate flood
insurance premium rates for new
buildings and their contents and for the
second layer of insurance on-existing
buildings and their contents.

The proposed base (100-year) flood
elevations for selected locations are:

Elevation
in feet,

Source of flooding Locatin national
geodetic

vertical datum

Big Otter Rivor.. corporate limits (New)- 528
Norfolk and Western Railway 528

Bridge (Upstream).
Roanoke Rlver..... Confluence with Big Otter 528

River.
Confluence with Halls Branch 532

Corporate Umita (Old).
Corporate Urits (Old).- 538
Corporate Umita (New)- 539

7Hals Branch Confluence with Roanoke 532
Ji, er.

Norfolk and Western Railway 537
Bridge (Upstream).

Main Street (U.S. Route 29) 537
(350 feet downstream).

Halls Branch Main'Street (U.S. Route 29) 544
(continued). (Upstream).

State Route 711 (550 feet 544
upstream).

Urrit of Detailed Study. 576
Lynch Creek -...... Corporate Umits (Old).- 607

State Route 774 (Upstream).- 624
Corporate Urnita (New)- 639

(National Flood Insurance Act of 1968 (Title
XIII of Housing and Urban Development Act
of 1968), effective January 28, 1969 (33 FR
17804, November 28,,1968). as amended (42
U.S.C. 4001-4128); and Secretary's delegation
of authority to Federal Insurance
Administrator, 43 FR 7719.)

Noteiliaccordance with Section 7 (o)(4) of
the Department of HUD Act, Section 324 of
the Housing and Community Amendments of
1978, Pub.-L.-95-557,92 Stat. 2080, this
proposed rure-ihas Beengranted waiver of
Congressional review requirements in order
to permit it to take effect on the dateindicated.-_

Issued: MarbliC 1979.
Gloria M.Jlzeeez,_

Fedem) hsurrceAdmrinstrotor.
[Docket No. FI-5373]
[FR Doc .7l-.392PIedA.-i 278:45 am]
BILUNG CODE-42%n(111

.-EQUAL EMPLOYMENT OPPORTUNITY

COMMISSION _

[29 CFR Part 1601]_

706 AgencIesLProposed Designations
AGENCY:Efqual Employment Opportunity
Commission _-.
ACTION:-Piposed Rule.

SUMMARY. The Equal Employment
Opportunity Commission proposes to
amend-its-regglation3 on designation of
certain State-and lqcal agencies so that
they may handle employment
discrimination charges filed with the
Commission. Proposed is a lo~al agency
that requested-deferra.designationas
provided-under-tlre-autlority of Title-VII
of the Civil Rights Act of 1964, as
amended. The proposal would authorize
the agency to process charges deferred
to itbyAthe-Com *ssion.
DATES: Chifients -must be Teceived by
April 27,1979..
ADDRESS.oCmients-should be sent to.
Equal Employment Opportunity
Commission, Office of Field Services
(State and Local), 2401 E Street, N.W.,
Washinton, D.C. 20506.
FOWR TH kRI fOMATIO N CONTACr.
Dorothy D. Howze, telephone 202-634-
6894, Equal Employment Opportunity
Commission (State and Local), 2401 E
Street, N.W.-WahingtonD.C. 20506.
SUPPLEMENTARY1N FORMATION: Pursuant
to § 1601.71 of Title 29, Chapter XIV of
the Code of FederalLRegulations-as
revised-and-publigi-ed in-tle Fedbrat-
Register, 42 FR 55388, October 14, 1977,
the Equal Employment Opportunity
Commission (hereinafter referred to as
the Commission) proposes that the
agency'listed beloiv be designated as a
"706 AgencyA,§ 160L.7O[a).TheI ..
purposes for-suc~fibslgnation are as
follows: First, that the agency receive
charges-deferredby the Commission
pursuant to Section 708(c) and (d) of
Title VII of the-Civil Rights Act of 1964,
as amended; second, that the
Commission accord "substantial
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weight" to the final findings and orders
of the agency pursuant to Section 706(b)
of Title VII of the Civil Rights Act of
1964, as amended. The proposed
designation of the agency listed below is
herby published to provide any person
or organization not less than 15 days
within which to file written comments
with the Commission as provided for
under § 1601.71(1).

At the expiration of the 15 day period,
the Commission may effect designation
of the agency by publication of an
amendment to § 1601.74(a). With the
limitation set forth in the Footnote
below, the proposed "706 Agency" is as
follows:

City of St. Petersburg{(Fla.) Office of
Human Relations. " Writtencomments
pursuant to this notice must be filed
with the Commission on or before April
27,1979.

Signed at Washington, D.C. April 10,1979.
M eHol.nes Nwtoo
Chai, qual Employment Opportzmty Commis'on.
[FR Do=. 79-11537 led 4--7 88:45 am]

BILLING CODE 6570-06-H

DEPARTMENT OF LABOR

Mine Safety and Health Administration

[30 CFR Parts 55, 56, 57]

Explosives

AGENCY: Mine Safety and Health
Adminstration, Department of Labor.
ACTION: Notice of Public Hearing.

SUMMARY: A public hearing will be held
under the provisions of the Federal Mine
Safety and Health Act of 1977. The
hearing is being conducted in response
to a request for a public hearing filed
with comments and objections
concerning proposed amendments to
Labor's explosives regulations which
would prohibit the loading of explosives
into blastholes through drill steel or
other devices which woud be withdrawn
from the hole after loading. The hearing
scheduled by this notice will cover the
issues raised by the comments
concerning the proposed regulations.
DATES: Requests to make oral
statements for the record at the hearing
should be submitted in writing by April
25,1979. The public hearing will be held
on May 4,1979, in Miami, Florida.
ADDRESSESS: Send requests to make
oral statements for the record at the

'The City of St. Petersburg (la.] Office of Human
Relations has been proposed as a 706 Agency for all
charges except charges alleging retaliation under
Section 704(a) of Title VIL For these types of
charges it shall be deemed a "Notice Agency,"
pursuant to 29 C.F.R. 1601.71(33.

hearing to: Mine Safety and Health
Administration, Office of Standards,
Regulations and Variances, Room 631,
4015 Wilson Blvd., Arlington, Virginia
22203. The public hearing will begin at
9:00 a.m. on May 4,1979, and will be
held in the Federal Building, Room 725,
51 Southwest First Avenue, Miami,
Florida 33130.
FOR FURTHER INFORMATION CONTACT.
Frank A. White, Office of Standards,
Regulations and Variances, 4015 Wilson
Boulevard, Arlington, Virginia 22203,
(703) 235-1910.
SUPPLEMENTARY INFORMATION: On
January 12,1979, the Mine Safety and
Health Administration, Department of
Labor, published in the Federal Register
(44 FR 2604-2606), a notice proposing
that Parts 55, 56 and 57 of Subchapter N,
Chapter 1, Title 30, Code of Federal
Regulations, be amended. The proposed
amendment pertained to prohibiting the
use of the Kelly bar and similar types of
drill equipment for loading explosives.
Interested persons were afforded 60
days after publication of the proposed
amendements in the Federal Register
within which to submit written
comments and objections to the
amendments proposed by the Secretary
of Labor and to request a public hearing
on the issues raised.

All of the comments received objected
to the wording of the proposed
regulations. The basis of the objections
was that the regulations may be -
interpreted to prohibit explosives
loading methods such as loading hose
used in bulk explosives loading,
pneumatic loading, pump machines, and
use of collar pipe, which were not
intended to be prohibited.

The hearing will be conducted by
FrankA. White, Office of Standards,
Regulations and Variances, MSHA. It
will be conducted in an informal
manner. Each oral presentation will be
limited to 20 minutes. There will be no
cross-examination of persons making
statements, although at the discretion of
the chairman, supplemental statements
by those presenting evidence may be
permitted. Although formal rules of
evidence will not apply, the chairman
may, in his descretion, exclude
irrelevent or unduly repetitious material.
A verbatim transcript of the proceedings
will be taken. All written comments and
data shall be included in the record. The
transcript of the proceedings shall be
available for public inspection. The
record shall remain open until May 21,
1979, for the submission of
supplementary statements or data.
Within 90 days after the certification of
the record, the Secretary of Labor shall

promulgate, modify or withdraw the
proposed amendments and shall publish
his reasons therefor.

Dated: April 3.1975.
R at B. Laath.r.
Anti1= t&crotr MSofet adef&
[FR Doe 79-I18l1 Filed 4-12-7. :43 am]
BILUNG COOE 4510-43-M

DEPARTMENT OF THE INTERIOR

National Park Service

[36 CFR Part 51]

Concession Contracts and Permits
AGENCY: National Park Service.
ACTION: Proposed rulemaking.

SUMMARY. This proposed rulemaking
describes the policies and procedures of
the National Park Service for the
solicitation, award, extension,
amendment, renewal, sale, assignment
and related matters concerning National
Park Service concession contracts and
permits. It is the policy of the
Department of the Interior, whenever
possible, to afford the public an
opportunity to participate in the
rulemaking process.
DATES: Written comments, suggestions
or objections will be accepted until June
12,1979.
ADDRESSES: Comments should be
directed to: Director, National Park
Service, Department of the Interior,
Washington, D.C. 20240.
FOR FURTHER INFORMATION CONTACT. L.
E. Surles, Chief, Office of Concessions
Management, National Park Service,
Department of the Interior, Telephone:
(202) 34 -8953.
SUPPLEMENTARY INFORMATION: The
National Park Service, acting on behalf
of the Secretary of the Interior and
pursuant to the Act of August 25, 1916,
as supplemented and amended, 16
U.S.C. 3 et seq., particularly the
Concessions Policies Act of 1965,16
U.S.C. 20 etseq., administers the
operations of private concessioners
which provide public accommodations,
facilities and services within elements
of the National Park System. Such
accommodations, facilities and services,
by law, must be provided under
carefully controlled safeguards against
unrelated and indiscriminate use so that
heavy visitation will not unduly impair
park values and resources. It is the
policy of the Secretary that concession
activities are limited to those that are
necessary and appropriate for public use
and enjoyment of the national park area
in which they are located and that are
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consistent to the highest practicable
degree with the preservation and
conservation of the area.

Concession operations are authorized
and administered by the National Park
Service pursuant to concession
contracts and permits. It is the purpose
of this rulemaking to describe the
procedures utilized by the National Park
Service in the solicitation and award of
concession contracts and permits,
including extensions, renewals,
amendments, sale or assignments, and
related matters. Other policies and
procedures for administration of
concession operations, including
performance evaluation, establishment
of franchise fees and establishment of
rates charged to the public, are set forth
in a National Park Service Concessions
AoN.J

facilities exists by specific contract
Provisions.

51.7 Sale, assignment, or encumbrance of
concession contracts, permits, and
assets.

Authority: The Act of August 25,1916, as
amendedand-supplemented, 16 U.S.C. 3 et
sqq., particularly, the Concessions Policy Act
of 1965,16 U.S.C. 20"et-seq.

51.1 -Authority,

C'-0iidssion -contracts and permits are
awardedby the Director on behalf of the
Secretary pursuant to the authority of
the Act of August 25, 1916, as amended
and supplemented,'16.U.S.C. 3-et seq.,.
particularly, the Concessions Policies
Act of 1965, 16 U.S.C. 20 et seq. All
jconcessfon contracts and permits are

ubject to the requirements of this Part

§ 51.2 Pofl y.
Authority jtis-theipolicy of the Secretary, as

The Act of August 25,1916, as mandated by law, to permit concessions
amended and supplemented, 16 U.S.C.-I in park areas only under carefully
et seq., particularly, the Concessions gontroleld 'afeguards against
Policy Act of 1965, 16 U.S.C. 20 et seq. lunregulated and indiscriminate use so

that heavy visitation will not unduly
Drafting Information Ipair park values and resources.

The following persons, participated' in Concession activities in park areas shall

the writing of this regulation: L. E. gurles aiitito.thosethature necessary
and Don Roush, National Park Service, and approprlate forpublic use and,

Washington, D.C. enjoyment-of-the pak areas in which
'4hey are located and that are consistent

Impact Anialysis' t the highest practicable degree with

The National Park Service has- te preservation and conservation of the

determined that this document is not a p a .
significant rule requiring preparation of § 51.3"6 "-efl ions.
a regulatory analysis under Executive . Thefollowing definiions shall apply-
Order 12044 and Part 14 of Title 43 of thE 'to thfLoawin:. o s

* Code of Federal Regulations; nor isit a. itrc an
major Federal Action significantly ' a).Ceoncessi anre aeemnsd
affecting the quality of the human "d0ncebsion'permits" are agreements

affetin thequaityof te hmanbetween the Director and concessioner
environment, which would require awgere oesso
preparation of an Environmental Impact wre e concessioner ag dto

Statement. provide*6ertdiapub~iC acd'oxnniodations,

In consideration of the foregoing, the acilities' or services withii a park area
iinderthe administration of the Director.proposed rulemaking would add a new oesinprtsaeobeuiid

Part 51, "Concession Contracts and oncession permits are to be utilized
Phere the authorized concession

Permits," to 36 CFR, Chapter 1. as Operations are not expected to gross
follows: , mnore than $100,000 annually, where the

PART 51-CONCESSION CONTRACTS term of the permit is less than five (5)

ANDPERMITS - years, -where no possessory interest is to
be granted to the concessioner, and

Sec. where-no preferential right to additional
51.1 Authority. services-are-aufforized. In other
51.2 Policy. instances, concession contracts are
51.3 Definitions. utilized.
51.4 Solicitation and award of concession (b) "Right of preference" refers to-the

contracts and permits where no right or r o sig Satisfactory
preference exists. ri of exist ry

51.5 Solicitation and award of concession concessioners to a preference in the
contracts and permits or extensions or "renewal.ori'egotiation of a new contract
renewal of 6oncession contracts and or-permit-covering substantially the
permits, where a right of preference same accommodations, facilities and
exists. -services as provided by the

51.6 -Preferential right for additional seryices, concessioner under the terms of its
where a right to additional services and ' existing contract or permit. Prior to the

expiration of a contract or permit a
determination shall be made based on
annual evaluations, as to whether or not
the concessioner is entitled to a
preference in the renewal of its contract
or permit.

(c) "Preferential right" refers to the
right to provide new or additional
services and facilities which may be
granted to a concessioner's contract as
the Director may consider necessary for
the accommodation and cbnvenience of
the public.

(d) 'he term "Director" refers to the
Director of the National Park Service or
his authorized representatives.

(e) The term "Secretary" refers to the
Secretary of the Interior or his.
authorized representatives.

§ 51.4 Solicitation and Award of
C.oncession Contracts and Permits Where
No Right of Preference Exists.

(a) Where no right of preference
exists, the Director shall issue a
prospectus soliciting proposals
describing the concession operation to
be authorized, the material terms and
conditions of the proposed: concession
contract or permit, and the principle
factors considered in selection. Public
notice of the availability of the
concession opportunity shall be
published in the "Federal Register" and/
or at least once in local or national
newspapers or trade magazines, as
appropriate, and will be distributed to
interested parties and organizations.
The prospectus will be made available
upon request to all interested parties
and will allow a minimum of sixty days
for proposals to be submitted unless a
written determination is made that a
shorter period is necessary because of
exceptional circumstances. All
proposals received shall be evaluated
by the Director, and the proposal
considered best by the Director on an
overall basis'shall be selected for
negotiation of the concession contract or
permit.

(b) The principal factors to be
considered in selection of the best
proposal shall be (1) the experience and
related background of offerors, (2) the
offeror's financial capability, and (3)
conformance to the terms and
conditions of the prospectus. Secoidary
factors shall include (1) contract or
permit term offered, and (2) franchise
fee offered.

(c) The Director may solicit from any
applicant additional information, or
written or verbal clarification of a
proposal, and may extend the
solicitation period in his discretion. The
Director may choose to reject all
proposals received at any time and
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resolicit or cancel the solicitation
altogether in his discretion when in the
best interest of the Government. Any
material information made available to
any applicant by the Director must be
made available to all applicants, and
will be available to the public upon
request

(d) Negotiation of a final contract and
permit with the selected offeror shall
commence promptly. Material
amefidments to the proposed terms and
conditions of the concession contract or
permit, as described in the prospectus,
may be negotiated only after
resolicitation of the concession
opportunity for an appropriate period of
time by amendment to the prospectus
and readvertising. After negotiation of
concession contracts or permits with
anticipated gross reciepts in excess of
$100,000 or five (5) years or more in
duration, such contracts or permits shall
be forwarded to the Senate Committee
on Energy and Natural Res6urces and
the House Committee on Interior and
Insular Affairs for 60-day waiting period
prior to award. The Director may
termininate negotiation of a concession
contract or permit at any time prior to
execution by the Government and
resolicit or cancel the solicitations when
in the best interest of the Governmenf.

(e) Upon a written determination that
exceptional circumstances require :.
waiver of the procedures described in
this subsection is in the public interest,
or necessary to protect visitors or park.,
resources, the Director may negotiate a
concession contract or permit with any*
qualified party without public notice or
advertising.

§ 51.5 Solicitation and Award of
Concession Contracts and Permits or
Extensions or Renewal of Conoemslon
Contracts and Permits, where a Right of
Preference Exists.

The procedures described in § 51.4
shall apply to the solicitation,
negotiation and award of extensions,
renewals, or replacement of contracts or
permits by a new c6ntract or permit
where an existing concessioner has a
preferential right of preference except as
follows:

(a) A fact sheet will be-developed by
the Director and will describe the
existing concessioners right of
preference as well as the material terms
and conditions under which the
National Park Service proposes to
negotiate a new concession contract or
permit with the existing satisfactory
concessioner.

(b) The concessioner with the right of
preference shall be required to submit a
proposal in response to the fact sheet. If,

'after evaluation of all proposals
received. a proposal other than that of
the existing concessioner is determined
to be the best proposal, the existing
concessioner shall be given an
opportunity to meet the terms and
conditions of the better proposal. If the
existing concessioner does so and its
proposal, as amended, is, in the
judgment of the Director, substantially
equal to the better proposal, the existing
concessioner shall be selected for
negotiation of the contract or permit. If
not, the contract or permritwill be
negotiated with the party that submitted
the best proposal.

(c) The terms and conditions of the
fact sheet must represent the
requirements of the National Park
Service and not be developed to
accomodate the capabilities or
limitations of any particular party.

(d) The requirement for public notice
and evaluation of proposals received
may not be waived.

§ 51.6 Preferential Right for Additional
Services Where a Right to Additional
Services and Facilities Exists By Specific
Contract Provisions.

Where the Director seeks to authorize
the provisidns for new or additional
accommodations, facilities and services
of generally the same character as
provided by an existing concessioner in
a park area, and such concessloner by
Concession Contract has a right to
provide such additional services, the
Director shall develop a description of
the new or additional services and the
terms and conditions upon which they
are to be provided without reference to
any private party and give the existing
concessioner a reasonable opportunity
to review suh description to determine
if it wishes to provide the services. If so,
the Director shall authorize the
additional services by amendment to the
concessioner's contract. If the existing
concessioner does not agree to provide
the additional services upon the terms
and condiio i described, the Director
shall.authorize additional services to be
provided by a new concessioner under
substantially the same terms and
conditions and pursuant to the
procedures 6f §51.4 hereof.

§ 51.7 Sale Assignment, or Encumbrance
of Concession Contracts, Permits, and
Assets.

(a) Concession contracts and permits
or operations authorized therby or
controlling interests therein my not be
transferred, sold or assigned, or assets
thereof encumbered in any manner,
including stock purchases, mergers,
consolidations or reorganizations.
except with the written approval of the

Director. Transfers, sales, assignments,
or encumbrances consummated in -
violation of this requirement shall be
considered null and void by the Director
and a material breach of the contract or
permit.

(b) The term "controlling interest," as
used herein means, in the case of
corporate concessioners, an interest.
beneficial or otherwise, of sufficient
outstanding voting securitief or capital
of the concessioner so as to permit
exercise of managerial authority over
the actions and opeations of the
concessioner or election of a majority of
the Board of Directors of the
concessioner, and, in the instance of a
partnership, limited partnership, joint
venture or individual entrepreneurship,
beneficial ownership of the capital
assets of the concessioner so as to
permit exercise of managerial authority
over the actions and operations of the
concessioner.

(c) Prior to consummating any such'
transfer, sale, assignment or
encumbrance, the corlcessioner will
request approval of the Director in
writing and provide the following
information:

'(I) All Instruments proposed to
implement the transaction;

(2) An opinion of counsel from the
buyer to the effect that the proposed
transaction is lawful under all
applicable Federal and State laws;

(3) A narrative description of the
proposed transaction and the
operational plans for conducting the
operation;

(4) Statement as to the existence of
any litigation questioning the validity of
the proposed transaction;

(5) Description of the management
apd financial background of the
proposed transfers;

(6) Such other information as the
-pirector may require.

(d) Concessioners may, with the
written approval of the Director, execute
mortgages and issues, bonds, shares of
stock, and other evidences of interest in
or indebtedness upon their rights,
properties and facilities, provided that
possessory interests, or evidences of
interests therein, in addition, maybe
encumbered only for the purpose of
installing, enlarging or improving plant
and equipment and extending facilities
for the accommodation of the public
within park areas.

(e) The Director-may choose not to
approve a proposed transfer in his
discretion or may place appropriate
conditions on any approval as are
necessary to protect the public interest.
Concession contracts and certain
concession permits contain provisions
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which limit the purposes for which they
may be encumbered. Such limitations
are incorporated by reference herein as
an element of the Director's review of
such transactions.

Approved: April5, 1979.
WUlam J. Whilen,
Director, National Park Service.
[FR Do. 79-11487 Filed 4-1Z-7; &45 am]
BILUNG CODE 4310-70-M

ENVIRONMENTAL PROTECTION

AGENCY

[40 CFR Part 52]

Approval and Promulgation of
Nonattainment Plan for South Dakota
AGENCY: Environmental Protection
Agency.
ACTION: Proposed Rulemaking:

SUMMARY: On January 3,1979, EPA
received a revision to the South Dakota
State Implementation Plan (SIP) as it
applies to Rapid City, South Dakota. The
purpose of this revision is to implement
measures designed to attain and -
maintain the National Ambient Air
Quality Standards for total suspended
particulates (TSP) in the Rapid City
area. The requirements for an
approvable nonattainment SIP are
described in a Federal Register notice
published on April 4, 1979 (44 FR 20372),
and are not reiterated in this notice.
This notice describes the nature of the
South Dakota submission and discusses
any deficiencies with respect to the
requirements of Part D of the Clean Air
Act found by EPA's review.'
DATE: Written comments should be
submitted on or before May 14,1979.
ADDRESSES: Copies of the SIP revision
are available at-the following addresses
for inspection:
Environmental Protection Agency,

Region VIII, 1860 Lincoln Street,
Denver, Colorado 80295.

Environmental Protection Agency,
Public' Information Reference Unit, 401
M Street SW., Washington, D.C. -
20460.

South Dakota Department of
Environmental Protection,Joe Foss
Building, Pierre, South Dakota.

WRITTEN' COMMENTS SHOULD BE SENT
TO: Robert R. DeSpain, Chief, Air
Programs Branch, Environmental
Protection Agency, 1660 Lincoln Street,
Denver, Colorado 80295.
FOR FURTHER INFORMATION CONTACT.
Robert R. DeSpain, Chief, Air Programs
Branch, Environmental Protection

Agency, 1860 Lincoln Street, Denver,
Colorado 80295.

SUPPLEMENTARY INFORMATION: On
March 3,1978 (43 FR 8962), pursuant to
the requirements of Section 107 of the
Clean Air Act, as amended in 1977, EPA
designated portions of Pennington.
County, South Dakota, as a
nonattainment area for total suspended
particulates (TSP). As a result, pursuant
to Part D of the Clean Air Act, the State
of South Dakota was obliged to revise
its SIP by January 1,'1979, to meet
specific requirements for the
nonattainment area. In response to these
requirements, the Governor of South
Dakota submitted a SIP revision which
was received by EPA onJanuary 3,1979.

On January 25,1979 (44 FR 5159), EPA
published an advance notice of
availability of the South Dakota SIP
revision and invited the public to,
comment on its approvability. As of yet,
no comments have been received. EPA
has completed its review of the SIP
revision with respect to the
requirements for an approvable SIP
described in a Federal Register notice
published on April 4,1979 (44 FR 20372).
The following discussion describes the
nature of the SIP revision and any
deficiencies found by EPA's review.

The SIP contained an analysis of the
Rapid City ambient air quality for 1978,
as well as for 1982, after consideration
for growth. These analyses, which were
performed through the use of an EPA
approved air quality model and 1978
ambient air quality data, showed three
general air quality problems in 1978 all
of which are related to emissions of
fugitive dust. Those problems are
discussed as follows:

(1)'Ambient air quality violations -
have been measured in the central
business district in recent years. The
analysis showed that they were caused
by figitive dust resulting from the use of
unpaved parking lots. Further ancysis
showed that a paving program.
implemented in the spring and summer
of 1978 corrected this problem.

(2) Ambient air quality violations
were-predicted in th&-vicinity of a major
construction activity underway in 1978.
While this construction activity will be
completed prior to 1982, similar future
projects would have the potential to
cause air quality violations.

(3) Severe.ambient air quality.
violations were predicted and have leen
measured in the vicinity of several
quarrying operations in the western
portion of the nonattainment area. The
1982 analysis predicted that-if no
corrective action'were taken, this
problem would continue. -

As a result of the analyses discussed
above, the Pennington County
Commission adopted a county
ordinance requiring the use of various
reasonhbly available measures for
controlling fugitive dust emissions
during certain operations. The
applicable operations include land
clearing, construction, excavating, and
processing materials. For enforcement
purposes, the ordinance also establishes
an Air Quality Review Board. Although
the SIP did not contain an analysis of
the air quality benefits of the proposed
strategy, an indepndent analysis by EPA
has indicated that implementation of the
County ordinance, in conjunction with
existing SIP measures for stationary
sources will 'provide for attainment of
the national standards for TSP in the
Rapid City nonattainment area.

EPA's review did reveal several
deficiencies in the SIP revision which
must be corrected. These deficiencies
and the necessary corrective action
have been discussed with
representatives of the State. The major
deficiencies are outlined below.

(1) Annual Reporting-Section
172(b)(4) requires that the State revise
its emissions inventory as frequently as
necessary to assure that reasonable
further progress is obtained. EPA
guidance on the development of
approvable SIP's issued on February 24,
1978, requires that the SIP contain a
provision for annual reporting on the
progress of the State in meeting the
commitments in the SIP. The South
Dakota SIP does not contain any such
provisions.
- (2) Permit Requirements-Section
172(b)(6) requires that permits for
construction or modification of any
major stationary sources locating in a
non~ttaininent area be Issued in
accordance with Section 173 of the Act.
Complance with this provision would

- require an amendment to the permit
regulations which would allow for a
permit to be issued only after a
determination that (a) the source will
comply with the lowest achievable
emission rate, (b) all-other facilities in
the State owned by the applicant are in
compliance with the SIP, and (c) the
source's emissions would not prevent
achieving reasonable further progress
towards attainment.

(3) State Boards-Section 128 of the,,
Clean Air Act requires that the majority

.of a body issuing permits or enforcement
orders under the Clean Air Act
represent the public interest and not
derive a significant portion of their
incomes from persons subject to such
permits or orders. The new Prennington
County fugitive dust ordinance
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establishes an Air Quality Review
Board which does not comply with those
requirements. The make-up of that
Board as well as the South Dakota
Board of Environmental Protection
should be amended. Failure to correct
the make-up of the Boards will not result
in dissapproval of the nonattainment
SIP. However, some legal questions
could be raised about the validity of
permits and orders issued by boards not
constituted according to the
requirements of Section 128.

Interested persons are invited to
comment on the South Dakota SIP
revision and whether it meets the
requirements of Part D of the Clean Air
Act for a nonattainment SIP. Comments
should be submitted, preferably in
triplicate, to the address listed in the
front of this notice. Public comments
received by (30 days following
publication) will be considered in EPA's
final decision on the SIP. EPA believes
the available period for comments is
adequate because:

(1) The SIP has been available for
inspection and comment since January
25, 1979;

(2] The issues involved in the South
Dakota SIP are limited in-scope and are
sufficiently clear to allow comments to
be developed in the available thirty day
period; and

(3) EPA has a responsibility under the
Act to take final action by July 1, 1979, if
possible, and a longer period for public
comments would make that deadline
difficult to meet.

All comments received and EPA's
Evaluation Report will be available for
inspection at the Region VIII Office,
1860 Lincoln Street, Denver, Colorado
80295.

Under Executive Order 12044 EPA is
required to judge whether a regulation is
"significant" and therefore subject to the
procedural requirements of the Order or
whether it may follow other specialized
development procedures. EPA labels
these other regulations "specialized". I
have reviewed this regulation and
determined that it is a specialized
regulation not subject to the procedural
requirements of Executive Order 12044.

This notice of proposed rulemaking is
issued under the authority of Section 110
of the Clean Air Act, as amended.

Dated. March 15, 1m.

AeginalAdmnistfar.

jFRL10-2
[RRDoc. 79-Z FHed 4-12-79;t45 am]

BLlWG CODE es60-O1-K

[40 CFR Part 52]

Approval and Promulgation of
Nonattainment Plan for Wyoming

AGENCY: Environmental Protection
Agency.
ACTION: Proposed Rulemaking.

SUMMARY: The purpose of this notice is
to announce the receipt of a State
Implementation Plan (SIP) revision for
Wyoming, to discuss the results of
EPA's review of that revision, and to
invite public comment On January 26,
1979, pursuant to the requirements of
Part D of the Clean Air Act as amended
in 1977, the State of Wyoming submitted
to EPA a revision to its SIP for the trona
plant area of southwest Wyoming. This
area was designated as nonattainment
for total suspended particulates (TSP)
on March 3,1978. As required by the
Act the purpose of this revision is to
implement new measures for controlling
.the emissiois of particulates in the
nonattainment area and to demonstrate
that these measures will provide for
attainment of the national ambient air
quality standards for TSP as
expeditiously as practicable, but no
later than December 31,1982. The
requirements for an approvable
nonattainment SIP are described in a
Federal Register notice published on
April 4,.1979 (44 FR 20372), and are not
reiterated in this notice. Failure to have
an approved SIP which demonstrates
attainment could result in certain
growth and economic limitations. In
addition, the Wyoming SIP revision
responds to certain general
requirements of the Clean Air Act, as
amended (e.g. Part C-prevention of
significant deterioration of air quality).
This notice discusses those provisions
and EPA's judgement on their
approvability. However, this notice does
not address any general requirements of
the Act for which Wyoming has not
revised its SP.
DATE: Comments are due by May 14,
1979.
ADDRESSES: Copies of the SIP revision
are'available at the following addresses
for inspection:
Environmental Protection Agency,

Region VIII, Region Library, 1880
Lincoln Street Denver, Colorado
80295.

Environmental Protection Agency,
Public Information Reference Unit, 401
M Street SW., Washington, D.C.
,20460.

Wyoming Dipartment of Environmental
Quality, Hathaway Office Building,
Cheyenne, Wyoming 82001.

WRITTEN COMMENTS SHOULD BE SENT
TO: Mr. Robert R. DeSpain, Chief, Air
Programs Branch. Region VIII,
Environmental Protection Agency, 1880
Lincoln Street, Denver, Colorado 80295.
FOR FURTHER INFORMATION CONTACT.
Mr. Robert R. DeSpain, Chief, Air -
Programs Branch, Region VIII,
Environmental Protection Agency, 1860
Lincoln Street, Denver, Colorado 80295.
SUPPLEMENTARY INFORMATION: On
March 3,1978 (43 FR 8962), and on'
September 11,1978 (43 FR 40412),
pursuant to the requirements of Section
107 of the Clean Air Act, as amended in
1977, EPA designated areas in each state
as nonattainment with respect to the
criteria air pollutants. In Sweetwater
County, Wyoming, a 24 square mile
area, referred to as the trona plant area,
was designated nonattainment with
respect to total suspended particulates
(TSP).

Part D of the Amendments requires
each state to revise its SIP to meet
specific requirements in the areas
designated as nonattainmenL These SIP
revisions, due on January 1.1979, must
demonstrate attainment of the national
ambient air quality standards, as
expeditiously as practicable, but not
later than December 31, 1982.

On January 28,1979, EPA received the
revised SIP for the State of Wyoming.
That revision addressed both the Clean
Air Act requirements for a
nonattainment SIP and some of the
general requirements for a statewide
SIP.

On March 16,1979, (44 FR 18024], EPA
published an advanced notice of
availability of the Wyoming SIP revision
and invited the public to comment on its
approvability. As yet, no comments
have been received. In the interim, EPA
completed its review of the SIP revision
with respect to the requirements of the

'Clean Air Act. The following
discussions are divided into two parts.
The first part described the nature of the
nonattainment SIP and the results of
EPA's review with respect to the
requirements for an approvable
nonattainment SIP provided in a Federal
Register notice published on April 4.
1979 (44 FR 20372).

The second part discusses Wyomings
response to certain general requirements
of the Act and EPA's judgment on
whether those requirements are met.

Nonattainment SIP

The Wyoming SIP contained an
analysis of the trona nonattainment area
for 1977 which was performed through
the use of an EPA approved air quality
model and 1977 ambient air quality data.
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This analysis showed that localized
violations of the national standards for
TSP occur in the vicinity of several
existing trona industrial facilities and
that the violations are caused primarily
by fugitive dust emissions from the
materials handling at the facilities. As a
result, the State of Wyoming
promulgated regulations for each facility
requiring the use of reasonably
available measures to limit the fugitive
dust emissions from the facilities. The
regulations also amended the State's
limitations on stack emissions from each
stack used in the trona processing to
reflect the benefits of control technology
currently being utilized by the trona
plant operators. After consideration of
these combined measures, the State's
analysis demonstrates attainment of the
national standards for TSP. The analysis
does not include growth. However, in
this case, growth considerations would
not be appropriate because:

(1) Existing ambient violations are
limited to very small area in the vicinity
of the materials handling operations.

(2) There are no emissions of TSP
from area sources in the nonattainment
area whose growth could interfere with
reasonable further progress towards
attainment.

(3) The only growth that could occur
in the vicinity of nonattainment .,
receptors could result only'from a
production increase at one of the trona
plants and such an increase could only
occur after a thorough analysis by the
Wyoming Department-of Environmental
'Quality which demonstrated that
reasonable further progress towards
attainment would not be prevented.

There are three issues involved in the
Wyoming SIP revision which require
resolution. First, the Clean Air Act
requires that permits issued t6 any new
or modified stationary, source in a
nonattainment area meet the provisions

'of Section 173 of the'Act. Wyoming's
policy of strictly interpreting its
regulation prohibiting issuance of a
permit to any source if it will prevent
attainment or maintenance of an -
ambient air quality standard, and not
allowing the construction of new,
sources or modifications even if offsets
are obtained, appears to satisfy that
requirement. However, EPA needs
clarification of the State's-policies to
insure that the State regulation will.-
continue to be read literally and that it
will not be interpreted to permit offsets.
This clarification has been requested
from the State.

Second, the Wyoming regulations -
applicable to the trona plant area ,
provide that where'theAdministrator of
\the Wyoming Division of Air Quaty

finds that the applicable TSP standards
have been attained and will be
maintained, uncompleted control
programs would not have to be
completed. However; to satisfy the
needs of EPA, such a finding must be
demonstrated to EPA's satisfaction and
the SIP must be revised before ibe
source can be relieved from meeting any
requirementin the federally enforceable;
SIP.

.Third, the SIP revision relies heavily
upon two new regulations; (a) Section
24-Prevention of Significant
Deterioration, and (b) Section 25-
Sweetwater County Nonattainment
Area Particulate Matter Regulations.
EPA invites comment on these
regulationsnow, but before the SIP can
be approved, the State must provide
proper certification that the regulations
were adopted by the Air Resources
Council of Wyoming.

With the exception of the issues
discussed above, EPA finds that the SIP
meets the requirements of Part D of the
Clean Air Act. EPA invites comments on
those issues and any other provisions of
the nonattainment SIP. -

General SIP Measures

As indicated previously, the Wyoming
SIP revision submitted on January 26,
1979, addresses several general
requirements of the Clean Air Act. The
requirements'and Wyoming's response
are described in the following-
discussions:,

Section 127-Public Notification:
Section 127 of the Act requires the SIP to
contain measures for'notifying the - -
public on a regular basis of instances or
areas in Which any primary standard is
exceeded and to enhance public
awareness of measures which can be
taken to prevent the standards from
being exceeded. The Wyoming SIP was
amended to provide for the release of
reports to the news media which define
areas in which the ambient standards
are being exceeded. The reports, which
will be released on a quarterly basis,
will also define any health hazards and'
identify the contributing sources. It is
EPA's judgment that this provision.
meets the requirements of Section 127 of
the Act and EPA proposes to approve
this provision of the SIP.

Section 121- Consultation. Section
121 of the Act requires that the State
provide a satisfactory process for
consultation with local governments in
the development of a SIP to meet certain
specific requirements. This process is to
be in accordance with-regulations
promulgated by EPA. The'Wyoming SIP
was amended to provide a process of
consultation with local governments and

federal land managers. EPA's review of
the Wyoming process will be deferred
until such time as federal regulations are
developed. Wyoming may need to revise
its process after EPA's consultation
regulations are promulgated.

New Source Performance Standards,
The Wyoming New Source Performance
Standards were revised to incorporate
changes made to the Federal slandards.
This action relates to delegation of
enforcement authority and Is not
considered a SIP revision, It will be
dealt with in a separate Federal Register
notice.
. Continuous Emission Monitoring.

Section 110(a)(2)(F) iif the Act requires
the SIP to provide for stationary source
owners to install equipment to monitor

. emissions from such sources, Section 23
of the Wyoming Air Quality Standards
and Regulations incorporates such a
provision ,which meets the requirements
of 40 CFR 51.19(e) and Appendix P of 40

, CFR Part 51, and EPA proposes to
approve this provision of the SIP.

Section 126-Interstate Pollution.
Section 126 of the Act requires that the
SIP provide for written notice to nearby
states of any proposed major stationary
source which may significantly
contribute to levels of air pollution in
that state. Section 21(m) of the Wyoming
Air Quality Standards and Regulations
meets this requirement. Additionally,
Section 126 requires the State to Identify
existing major sources which meet the
above criteria and provide written
notice to the State. On November 4,

11977, the State of Wyoming sent letters
to each bordering state with the required
notification. Therefore, all of the
requirements of Section 129 of the Act
are met by the Wyoming SIP.

Prevention of Significant
Deterioration. In §§ 110(a)(2)(D) and
Part C, the Clean Air Act establishes
limitations on the deterioration of air
quality in those parts of the Nation
where the air is better than national
ambient air quality standards require.

'The amount of deterioration permitted
is quantified by a table of air quality
increments which appear In section 163
6f the Act. In effect, increments
representthe amount of pollution that
can be tolerated by an area without
significantly deteriorating the clean air
status of the area.
SA-principal means of protecting the
incremenis is the review and regulation
of new growth. The regulations
submitted by the State of Wyoming are
designed to accomplish this objective
through the review of major stationary
source growth throughout the State,
When combined with existing permit
requirements (section 21) new section 24
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of the Wyoming Air Quality Standards
and Regulations will prohibit new
source construction in clean areas
.unless best available technology is
employed and a demonstration is made
that the increments are being protected.

At present, EPA is operating a Federal
permit system designed to protect the
increments. Regulations under which the
Agency is operating are found at 43 FR
26388-25410. With two exceptions, the
provisions of new section 24 (when
combined with existing section 21) are,
in all major respects, identical to the
agency's regulations. They are,
therefore, being proposed for approval.
The two exceptions which are not being
proposed for approval are:

(1) The Wyoming program does not
meet the requirements of 40 CFR 51.24(r)
which provides that public comments on
a proposed permit application and the
State's notification ofits final
determination be made available for
public inspection and

(2) Section 163(c) of the Act permits
the state plan to exclude concentrations
of TSP attributable to temporary
activities from increment consumption.
The Wyoming regulation goes further
and also excludes temporary emissions
of SO 2. This discrepancy must be
corrected before EPA can approve the
Wyoming PSD program.

Interested persons are invited to
comment on all elements of the -
Wyoming revision and whether it meets
the requirements of the Clean Air Act.
Comments should be submitted,
preferably in triplicate, to the address
listed in the front of this notice. Public
comments received by (30 days-
following publication will be
considered in EPA's final decision on
the SIP. EPA believes the available
period for comments is adequate
because:

(1] The issues involved in the
Wyoming SIP are limited in scope and
are sufficiently clear to allow comments
to be developed in the available thirty
day period;
(2) The SIP has been available for

inspection and comment since January
25,1979. EPA's notice published in
March 16,1979, indicated the possibility
that the comment period may be less
than 60 days; and
-f3] EPA has a responsibility under the

Abt to take final action by July 1, 1979, if
possible, on that portion of the SIP that
addresses the requirements of Part D. A
longer period for public comments
would make that deadline difficult to
meet.

All comments received and EPA's
Evaluation Report will be available for

inspection at Region VIII office, 1860
Lincoln Street. Denver, Colorado 80295

Under Executive Order 12044 EPA is
required to judge whether a regulation is
"significant" and therefore subject to the
procedural requirements of the Order or
whether it may follow other specialized
development procedures. EPA labels
these other regulations "specialized". I
have reviewed this regulation and
determined that it is a specialized
regulation not subject to the procedural
requirements of Executive Order 12044.

This notice of proposed rulemaking is
issued under the authority of Section 110
of the Clean Air Act, as amended.

Dated. March 5s,1979.

Rqie~kaAdwhttnlic.
[FRLrM-11
[FRDoc- 78-1184 FlJW 4-12-7 M4 am)
=.IMG CODE 6 0-01-M

ENVIRONMENTAL PROTECTION.

AGENCY

[40 CFR Part 65]

State and Federal Administrative
Orders Permitting a Delay In
Compliance With State Implementation
Plan Requirements; Proposed
Approval of an Administrative Order
Issued by the North Carolina
Environmental Management
Commission to True Temper Corp.
AGENCr. Environmental Protection
Agency.
ACTION! Proposed rule.

SUMMARY. EPA proposes to approve an
administrative order issued by the North
Carolina Environmental Management
Commission to True Temper
Corporation. The Order requires True
Temper Corporation to bring air
emissions from its two wood waste
boilers in Plymouth, North Carolina, into
compliance with air pollution control
regulations contained in the Federally
approved North Carolina State
Implementation Plan (SIP) by March 31,
1979. Because the order has been issued
to a major source of air pollution and
permits a delay in compliance with
provisions of the SIP, the Administrative
Order must be approved by EPA before
it becomes effective as a delayed
compliance order under the Clean Air
Act (the Act). If approved by EPA. the
order will constitute an addition to the
SIP.

In addition, a source in compliance
with an approved order may not be sued
under the federal enforcement or citizen
suit provisions of the Act for violations
of the SIP regulations covered by the

order. The purpose of this notice is to
invite public comment on EPA's
proposed approval of the order as a
delayed compliance order.
DATE: Written comments must be
received on or before May 14,1979.
ADoRESSES. Comments should be
submitted to Director. Enforcement
Division, EPA, Region IV, 345 Courtland
Street, N.E., Atlanta, Georgia 30308. The
State order, supporting material, and
public comments received in response to
this notice may be inspected and copied
(for appropriate charges) at this address
during normal business hours.
FOR FURTHER INFORMATION CONTACT.
Floyd Ledbetter, Air Enforcement
Branch, U.S. Environmental Protection
Agency, Region IV, 345 Courtland Street
N.E., Atlanta, Georgia 30308. Telephone
Number. (404] 881-4298.
SUPPLEMENTARY INFORMATIONW. True
Temper Corporation operates a wood
products manufacturing facility in
Plymouth, Washington County, North
Carolina.

The Order under consideration
addresses particulate emissions from
the two wood fired boilers in Plymouth.
North. Carolina, which are subject to the
North Carolina Administrative Code
Title 15 Chapter 2D Section.0504. This
regulation limits the emissions of
particulates from indirect wood fired
heat exchangers and are part of the
federally approved North Carolina State
Implementation Plan. The order requires
final compliance with the regulation by
March 31,1979, through the
implementation of the following
schedule for the construction or
installation of control equipment:

1. Plans were submitted to replace the
two wood fired boilers with two No. 2
oil fired toilers before September14,
1978.

2. Purchase Orders were let before
December 31,1978.

3. Installation was begun before
January 1Z 1979.

4. Complete construction and achieve
compliance with 15 NCAC 2D .0503
"Particulates From Fuel Burning
Sources" on or before March 31,1979.

The source was required to submit an
interim report by the 31st day of
December 1978 indicating progress
toward each milestone in the schedule
of compliance.

Notification of a delay shall not
excuse a delay. In addition. True
Temper Corporation shall submit, no
later than five (5) days after the
deadline for completing each milestone
required by the above schedule
certification to the Director, Division of
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Environmental Management, whether or
not such milestone has been met.

As an interim control measure,
particulate emissions from the two wood
fired boilers shall not exceed 0.84
pounds per million BTU input.

Because this Order has been issued io
a major source of particulate emissions
and permits a delay in compliance with
the applicable state air pollution control
regulation(s), it must be approved by
EPA before it becomes effective as a
delayed compliance order under Section'
113(d) of the Clean Air Act (the Act). -
EPA may approve the order only if it
satisfies the appropriate requirements of
this subsection. EPA has tentatively
determined that the above-referenced
order satisfies these legal requirements.

If the submitted administrative Order.
is approved by EPA, source compliance
with its terms would preclude federal
enforcement action under Section 113 of
the Act against the source for violations
of the regulation[s] covered by the order
during the period the order is in effect.

Enforcement against the source under
the citizen suit provision of the Act
(Section 304) would be similarly
precluded. If approved, the Order would

-also constitute an addition to the North
Carolina SIP. Compliance with the
proposed order will not exempt the
company from the requirements
contained in any subsequent revision to
the SIP Which are approved by EPA.

All interested persons are invited to
submit written comments on'the
proposed Order. Written comments
received by the date specified above
will be considered in determining .
whether EPA'may approVe the'Order.
After the public comment period, the
Administrator of EPA will publish in-the
Federal Register the Agency's final
action on the Order in 40 CFR Part 65."

Authority: 42 U.s.c. 7413, 7601.
Dated. April 5, 1979.

John A. Litle,
Actingf iogonolAdmtnfstrator Region IV

[Docket No. DCO-79-3. FRL 1200-4]
[FR Doc. 70-11638 Flied 4-12-79 &45 am]
BIWNG CODE 6560-01-1

[40 CFR Part 65]

State and Federal Administrative,
Orders Permitting a Delay In
Compliance With State Implementation
Plan Requirements; Proposed '
Approval of an Administrative Order Z
Issued by the North Carolina'
Environmental Management
Commission to Georgia-Pacific Corp.
AGENCY: Environmental Protection
Agency.

ACTION: Proposed rule.

SUMMARY: EPA proposes to approve an
administrative order issued by the North
Carolina Environmental Management
Commission to Georgia-Pacific
Corporation. The Order requires
Georgia-Pacific Corporation to bring air
emissions from its wood waste fired
boiler in Whiteville, North Carolina, into
compliance with ait.pollution control:-4
regulations containedin the federally
approved North Carolina State
Implementation Plan (SIP) by June 30,
1979. Because the order has been issued
to a major source of air pollution and
permits a delay in compliance with

- provisions of the SIP, the Administrative
Order must be approved by EPA before
it becomes effective as a delayed
compliance order under the Clean Air
Act (the Act]. If approved by EPA, the
order will constitute an addition to the
SIP. In addition, a source in compliance
with an approved order may not be sued
under the federal enforcement or citizen
suit provisions of the Act for violations
of the SIP regulations covered by the
order. The purpose of this notice is to
invite public comment on EPA's
proposed approval of the order as a
delayed compliance order.
DATE: Written comments must be
received on or before May 14,1979.
ADDRESSES: Comments should be
submitted to Director, Enforcement
Division, EPA, Region IV, 345 C6urtland

- Street, N.E., Atlanta, Georgia 30308. The
State order, supporting material, and
public comments received in response to
this notice may be inspected and copied
(for appropriate charges) at the addreis
during normal business hours.
FOR FURTHER INFORMATION CONTACT.
Floyd Ledbetter, Air Enforcement
Branch, U.S. Environmental Protection
Agency, Region IV, 345 Courtland Street,
N.E., Atlanta- Georgia 30308. Telephone
Number: (404] 881-4298.
SUPPLEMENTARY INFORMATION: Georgia-
Pacific Corporation operates a plywood
plant in Whiteville, Columbus County,
North Carolina.

The Order under consideration
addresses particulate emissions from

" the wood waste fired boiler in
Whiteville, North Carolina, which is
subject to the NorthCarolina
Administrative Code (NCAC) Title 15
Chapter 2D Section .0504. This .
regulation limits the emissions of

particulates from indirect woodifired
heat exchangers and is part of the -
federally approved North Carolina State
Implementation Plan. The order requires,
final compliance with the-regulation by
June 30, 1979, through the

implementation of the following
schedule for the construction or
installation of control equipment:

1. Submit an application for a permit
to construct and operate an air pollution
abatement facility on or before
November 30,1978.

2. Let puichase orders and/or
contracts for proposed facilities on or
before March 1, 1979.

3 Begin construction of the proposed
facilities on or before April 15, 1979.

4. Complete construction and
installation of the proposed facilities on
or before May 30, 1979.

5. Achieve and document compliance
with 15 NCAC 2D. 0504 "Particulates
From Wood Burning Indirect Heat
Exchangers" on or before June 30, 1979.
. Notification of a delay shall not
excuse the delay. In addition Georgia-
Pacific shall submit, no later than fivq
(5) days after the deadline for
completing each milestone required by
the above schedule, certification to the
Director, Division of Environmental
Management, whether or not such
milestone has been met.

As an interim control measure,
particulate emissions from the wood
fired boiler shall not exceed 0.39 pounds
per million BTU Input.

Because this Order has been Issued to
a major source of particulate emissions
and permits a delay in compliance with
the applicable state air pollution control
regulationfs], it must be approved by
EPA before it becomes effective as a
delayed compliance order under Section
113(d) of the Clean Air Act (the Act),'
EPA may approve the order only if it
satisfies the appropriate requirements of
this subsection. EPA has tentatively
determined that the above-referenced
order satisfies these legal requirements.

If the submitted administrative Order
is approved by EPA, source compliance
with its terms would preclude federal
enforcement action under Section 113 of
the Act against the source for violations
of the regulation[s] covered by the order
during the period the order Is in effect.
Enforcement against the source under
the citizen suit provision of the Act
(Section 304) Would be similarly
precluded. If approved, the Order would
also constitute an addition to the North
Carolina SIP. Compliance with the
proposed order will not exempt the
company from the requirements
contained in any subsequent revision to
the SIP which are approved by EPA.

All interested persons are invited to
submit written comments on the
proposed Order. Written comments
received by the date specified above
will be considered in determining
whether EPA may approve the Order,
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After the public comment period, the
Administrator of EPA will publidh in the
Federal Register the Agency's fijnal
action on the Order in 40 CFR Part 65.

Authority. 42 U.S.C. 7413, 7601.
Dated: April 5,1979.

Actin Beffl AthizzisfEim Angin IVIlfDokef N.
DCO-29-.FB Do= 9-ZMLz00-]
[FR Dfoc. 5-i1 Flied 4-4Z7 45 am]

BILUNG CODE 6560-01-M

[40 CFR Part 651

State and Federal Administrative
Orders Permitting a Delay In
Compliance With State Implementation
Plan Requirements; Proposed
Approval of an Administrative Order
Issued by the North Carolina
Environmental Management
Commission to Pittsburg Plate Glass
Industries

AGENCY:. Environmental Protection
Agency.
ACTION: Proposed rule.

SUMMARY: EPA proposes to approve an
administrative order issued by the North
Carolina Environmental Management
Commission to Pittsburg Plate Glass
Industries. The Order requires Pittsburg
Plate Glass Industries to bring air
emissions from its seven rubber coaters
in Shelby. North Carolina, into
compliance with air pollution control
regulations contained in the federally
approved North Carolina State
Implementation Plan (SIP) by June 30,
1979. Because the order has been issued
to a major source of air pollution and
permits a delay in compliance with
provisions of the SP, the Administrative
Order must be approved by EPA before
it becomes effective as a delayed
compliance order under the Clean Air
Act (the Act]. If approved by EPA, the
order will constitute an addition to the
SIP. In addition, a source in compliance
with an approved order may not be sued
under the federal enforcement or citizen
suit provisions of the Act for violations
of the SIP regulations covered by the
order. The purpose of this notice is to
invite public comment on EPA's
proposed approval of the order as a
delayed compliance order.
DATE: Written comments must be
received on or before May 14, 1979.
ADDRESSES: Comments should be
submitted to Director, Enforcement
Division, EPA. Region IV, 345 Courtland
Street. N.E., Atlanta, Georgia 30308. The
State order, supporting material, and
public comments recieved in response to

this notice may be inspected and copied
(for appropriate charges) at this address
during normal business hours.
FOR FURTHER INFORMATION CONTACT.
Floyd Ledbetter, Air Enforcement
Branch, U.S. Environmental Protection
Agency, Region IV, 345 Courtland Street.
N.E., Atlanta, Georgia 30308, Telephone
Number. (404) 881-4298.
SUPPLEMENTARY INFORMATION: Pittsburg
Plate Glass Industries operates a glass
manufacturing plant in Shelby,
Cleveland County, North Carolina. The
order under consideration addresses
emissions from the seven rubber coaters
which are subject to North Carolina
Administrative Code (NCAC) Title 15,
Chapter 2D, Section .0521. This
regulation limits the visible emission
from process operations, and is part of
the federally approved North Carolina
State Implementation Plan. The order
requires final compliance with the
regulation by June 30,1979, through the
implementation of the following
schedule for the construction or
installation of control equipment-

1. Submit plans and specifications for
visible emissions control equipment on
or before December 1,1978.

2. Let contracts for visible emission
control equipment on or before January
1, 1979.

3. Begin construction of the chosen
equipment on or before April 1,1979.

4. Complete construction and achieve
compliance with 15 NCAC 2D .0521 in
the manner'chosen and proposed by the
company on or before June 30,1979.

The source is required to submit an
interim progress report on or before
April 30,1979. If any delay is anticipated
in meeting said milestones, the company
shall immediately notify the Director of
Environmental Management in writing
of the anticipated delay and reasons
therefor. Notification of the delay shall
not excuse the delay. In addition
Pittsburg Plate Glass shall submit, no
later than five (5) days after the
deadline for completing each milestone
required by the above schedule
certification to the Director, Division of
Environmental Management, whether or
not such milestone has been met.

No interim visible emissions are
required as these emissions often
approach 100 percent opacity.

Because this Order has been issued to
a major source of particulate emissions
and permits a delay in compliance with
the applicable state air pollution control
regulation[s], it must be approved by
EPA before it becomes effective as a
delayed compliance order under Section
113(d) of the Clean Air Act (the Act).
EPA may approve the order only if it

satisifes the appropriate requirements of
this subsection. EPA has tentatively
determined that the above-referenced
order satisfies these legal requirements.

If the submitted administrative Order
is approved by EPA. source compliance
with its terms would preclude federal
enforcement action under Section 113 of-
the Act against the source for violations
of the regulation[s] covered by the order
during the period the order is in effect.
Enforcement against the source under
the citizen suit provision of the Act
(Section 304] would be similarly
precluded. If approved, the Order would
also constitute an addition to the North
Carolina SIP. Compliance with the
proposed order will not exempt the
company from the requirements
contained in any subsequent revision to
the SIP which are approved by EPA.

All interested persons are invited to
submit writen comments on the
proposed Order. Written comments
received-by the date specified above
will be considered in determining
whether EPA may approve the Order.
After the public comment peroid, the
Administrator of EPA will publish in the
Federal Register the Agency's final
action on the Order in 40 CFR Part 65.

Authority:. 42 U.S.C. 7413,7601.
Dated. April 5.1979.

liA.Uen.
AAdeninfravataJ
[Dock No. DCO-73-4. FRL122004
[FR Doc. 7-UO4Oliued 4-IZ-79 &45 aml

UnLIm CODE IM60-01-.

[40 CFR Part 86]

Gaseous Emissions Regulations for
1983 and Later Model Year Heavy-Duty
Engines; Public Hearing
AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice of Public Hearing.

SUMMARr. This document announces the
time and place for a public hearing on
the EPA Proposed Rule for control of
gaseous emissions from 1983 and later
model year heavy-duty engines,
published in the Federal Register on
February 13,1979 (44 FR 9464).
DATES: The hearing will be convened at
9:00 a.m. Monday. May 14,1979, and
reconvened at 9:00 a.m. Tuesday, May
15,1979. Sessions will be adjourned at
5:00 p.m. each day, or at a later time if
necessary to complete the business of
the hearing.
LOCATION: All sessions of the hearing
will be held at the West Bank Holiday
Inn. 2900 Jackson Road, Ann Arbor,
Michigan 48105.
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FOR FURTHER INFORMATION CONTACT:.
Mr. Chester J. France, Emission Control
Technology Division, Environmental
Protection Agency, 2565 Plyrmouth Road,
Ann Arbor, Michigan 48105, Phone: (313)
668-4338.
SUPPLEMENTARY INFORMATION:

Background Information:

Section 202(a)(3)(A)(i) of the Clean Air
Act, as amended (the Act), directs the
Administiator of the EPA' to "prescribe
regulations * * * applicable to
emissions of carbon monoxide,
hydrocarbons and oxides of nitrogen
from classes or categories of heavy-duty-
vehicles or engines manufactured during
and after model year 1979." Section
202(a)(3](A)(Hi) of the Act further
provides that "regulations applicable to
emissions from (heavy-duty) vehicles or
engines manufactured during and after
model year 1983, in the case of-'
hydrocarbons and carbon monoxide,
shall contain standards which require a
reduction of at least 90 per cent * * *
from the average of the actually
measured emissions from heavy-duty
gasoline-fueled vehicles or engines, or
any class or category thereof,
manufactured during (1969)." EPA
published proposed regulations
applicable to 1983 and later model year
heavy-duty engines on February 13, 1979
(44 FR 9464).,

Section 307(d)(5) of the Act requires
'the Administrator to "give interested
persons an opportunity for the oral
presentation of data, views, or
arguments * * *" relating to the
February 13, 1979 proposal. Notice of a
public hearing to provide this
opportunity is hereby given.

Participation in the Public Hearing:
Any person desiring to make a

statement at the hearing or to submit
material for inclusion in the record.of
the hearing should provide written
notice of such intention, together with 10.
copies of the proposed statement or
material for inclusion in the-record.All
such documents should be submitted to
EPA at the address above no later than
Friday, May 4, 1979. It is strongly - .
requested, but not required, that at least
100 copies accompany any documents
which cannot be submitted prior to the
start of the hearing.

Participants are advised to adhere to
these guidelines if possible. Documents
submitted fate may not receive full staff
consideration prior to the hearing.
Further, participants who -submit
documents on the scheduled day of
appearance, without the requested 100
copies,.may be rescheduled for a later
time or session of the hearing if

If

duplication of the documents cannot be
completed by EPA prior to the
scheduled time of appearance.

The record of the hearing will be left
open for 30 days following the close of
the hearing to allow submission of
rebuttal and supplementay information.

Mr. Michael P. Walsh is hereby
disgnated as the Presiding Officer for
the hearing. He will be responsible for
maintaining order, excluding irrelevant
orrepetitious material, scheduling
presentations, and, to the extent *
possible, notifying participants of the
time at'which they may appear. The
hearing will be conducted informally.
Technical rules of evidence will not
apply.

Dated: April 6, 1979.
Edward F. "erVk,
AssistantAdministrrrtorforAr Noise, and Radiation.

[FRt 1200-3]
[FR Doc. 79-11567 FIledA-1-7. &45 am]

BILNG CODE 6460-01-M

DEPARTMENT OF HEALTH,

EDUCATION, AND WELFARE

Public Health Service

[42 CFR Part 36]

Indian Health; Eligibility -

AGENCY- Public Health Service.
ACTION: Notice of decision to amend
regulations.

SUMMARY: The Indian Health Service
(IHS) is proposing to amend the
regulations governing basic eligibility
for services from the IHS. This will
involve revising 42 CFR 36.12 with
respect to the non-Indian husband of an
eligible Indian and the non-Indian
dependent members of an eligible
Indian's household. Section 36.12
currently includes the non-Indian wife
but not the non-Indian husband of an
eligible Indian. The IHS has been
advised by the Department's Office of
General Counsel and the Department of
Justice that this is an improper exclusion
based upon sex and that allnon-Indian
spouses of eligible Indians must have
the same eligibility status. Non-Indian
dependent members of an eligible
Indian's household are presently served
by the IHS although § 36.12, adopted in
1956, has not been updated to include
them. The intent to issue a notice of
proposed rulemaking dealing with these
issues was contained in the preamble to
the final regulations for Contract Health
Services, 42 CFR 36, Subpart C, 43 FR
34649, August 4, 1978.

FOR FURTHER INFORMATION CONTACT:
Richard J. MECloskey, Indian Health
Service, Room 6A-2Q, 5600 Fishers Lane,
Rockville, Maryland 20857 (301-443-
1116).

Dated February 15,1979.
Charles Millor,
ActingAssistantSeelMaryfortleaIlh.
[FR Doc.-79-11621 Filed 4-12--7. 8:45 am]

BILLING CODE 41104-M

Health Services Administration

[42 CFR Part 51]

Projects Grants for Preventive Health
Services-Hypertension

AGENCY: Health Services
Administratfon, PHS, HEW.
ACTION: Notice of Decision to Develop
Regulations.

SUMMARY: Section 202 of the Health
Services and Centers Amendments of
1978 (Pub. L. 95-626) amended Section
317 of the Public Health Service Act to
provide for project grants to State health
authorities to assist in meeting the costs
of establishing and maintaining
preventive health service programs for
hypertension.These grants will be made
to help in the screening, detection,
diagnosis, prevention, and referral for
treatment of hypertension, as well as'
follow-up on compliance with treatment
prescribed. This project grant program
will more effectively target the limited
available resources at the problem of
hypertension than was possible under
the formula grant program previously
authorized by Section 314(d) of the Act.
The regulations will set forth
requirements for applications and
project operations. They will also
provide criteria for the award of grants
for support hypertension programs
under section317. This regulation Is
technical.
FOR FURTHER INFORMATION CONTACT:.
Anthony Bruno, M.D., Associate Bureau
Director for State Programs
Coordination,,Bureau of Community
Health Services, Health Services
Administraion, 5600 Fishers Lane,
Rockville, Maryland 20857, telephone
3&1-443-446.

Dated: February 15,1979.
Charles Miller,
ActingAssistantSerretaryforealth,.
[FR Doe. 79-11624 Filed 4-12-M, &45 em]

BILNG CODE 4110-84-U
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-Center for Disease Control

[42 CFR Part 51b]

Grants for Disease Control; Grants for
Research, Demonstrations, and Public
Information and Education for
Prevention and Control of Venereal
Diseases

AGENCY: Center for Disease Control,
PHS, HEW.
ACTION: Notice of Decision to Develop
Regulations.

SUMMARY. The Center proposes to
amend Part 51b by adding a subpart
which will implement an amendment to
Section 318 of the Public Health Service
Act madeby Public Law 95-626. The
amendment requires that at least 5
percent of grant funds appropriated
under Section 318for the prevention and
controlof venereal diseases be expended
for Section 318(b) grants for the conduct
,of research, demonstrations, and public
information and education projects.
Funds have not previously been
appropriated under Section 318(b), and
regulations have not been developed.
This regulation is technical.
FOR FURTHER INFORMATION CONTACT,
Paul J.Wiesner, M.D.,Director, Vener'eal
Disease Control Division, Bureau of
State Services, Center for Disease
Control, Atlanta, Georgia 30333,
telephone (404) 329-3343 or FTs:236-
3343.

Dated:April 2,1979.

AssisfantSecwtmyforHeoth.,
[FRDoc. 79-Iron Pled 4-12-79;at4Sam]
BILLING CODE 4110-86-

Health Services Administration

[42 CFR Parts Sic and 56]

Community Health Centers and
Migrant Health Centers.

AGENCY. Health Services
Administration. PHS, HEW.
ACTION: Notice of Decision to Develop
Regulations.

SUMMARY:-The existing regulations will
be revised to make them conform to
Sections 329 and 330 of the Public
Health Service Act as recently revised
by the Migrant and Community Health
Centers Amendments of 1978 (Part A
Title I, Pub. L 95-626]. The amendments,
among other things, add certain
mandatory health services, establish
priority supplemental services, provide
for incentives to increase collection of
fees, relax certain governing board

requirements for public (governmental)
centers, authorize conversion of centers
to a prepaid basis, and make retired and
disabled migrants eligible for services at
migrant health centers. This regulation
is policy significant.
FOR FURTHER INFORMATION CONTACT:.
Mr. James J. Corrigan, Director, Division
of Policy Development, Bureau of
Community Health Services, HSA, 5600
Fishers Lane, Rockville, Maryland 20857,
telephone 301-443-1034.

Dated February 16,1979.

AdftAstcntSacraforHsod&
[FR Doc. 79-iiaw Mod 4-12-71 &45 =1
BILING CODE 411044-N

[42 CFR Part 51g]

Hospital-Affiliated Primary Care
Centers

AGENCY. Health Services
AdministrationtPHS, HEW.
ACTION: Notice of Decision to Develop
Regulations.

SUMMARY. New regulations will Jbe
issued to implement the Secretary's
authority to make grants to community
hospitals to support demonstration
projects in planning, development, and
operation of hospital-affiliated primary
care centers. These centers must provide
primary health services (except that
emergency services will be provided to
the extent practicable through referral to
.the emergency ropm of the community
hospital); supplemental health services
as appropriate to support primary health
services; referral services and ,
authorized access to patient medical
records on a twenty-four-hours-a-day,
seven-days-a-week basis; and
information on the availability and
proper use of health services provided
by the center. They must be organized to
provide comprehensive and continuous
care to service areas determined by the
hospital and approved by the Secretary.
This regulation is policy significant
FOR FURTHER INFORMATION CONTACT:
Mr. Janes J. Corrigan, Director, Division
of Policy Development, Bureau of
Community Health Services, HSA. 5600
Fishers Lane, Rockville, Maryland 20857,
telephone 301-443-1034.

Dated February 16,1979.

AcLVtrAsant Seta yforfaA
[FRIc. 7-11 P1ed4-2-M5i
BilLUN COOE 411044-

22133

Public Health Service

[42 CFR PART 110]

Health Maintenance Organizations
AGENCY. Public Health Service, HEW.
ACTION: Notice of Decision to Revise
Regulations.

SUMMAR. Changes are proposed in the
regulations issued by the Public Health
Service (Pit) on health maintenance
organizations (HMOs). These
regulations are being revised to conform
with the HMO Amendments of 1978
which extend the program for three
more years through fiscal year 1981.
This legislation authorizes new
programs such as management training
for medical and executive directors of
HMOs and a technical assistance
program to provide those who are
developing HMOs with help in the areas
of financial management marketing,
health care issues, and others. In
addition. the amendments allow loans
for costs of operations, and clarify the"
responsibility of an HMO in the event of
natural disaster, riots or similar events,
requiring them to make a good faith
effort to provide health services. There
is also a clarification of the
requirements of anHMO to provide
services which are unusual, infrequently
provided and not found to be medically
necessary to the member's health. This
regulation is policy significant.
FOR FURTHER INFORMATION CONTACT.
Howard R. Veit. Director, Office of
Health Maintenance Organizations,
12420 Parklawn Drive, Park Building,
room 3-30, Rockville, Maryland 20857,
301-443-4106.

Dated. March 2,1979.

AaftA~sstajiSfawecyfbrzeath.
[FR Doc. 7-US Filed 4-12-72: 8:46 =]
51134 CODE 411046-N

FEDERAL COMMUNICATIONS

COMMISSION

[47 CFR Part 73]

FM Broadcast Stations In Ponce,
lPuerto Rico and Charlotte Amalie,
Virgin island; proposed changes in
Table of Assignments
AGENCY: Federal Communications
Commission.
ACTION: Notice of Proposed Rule Making
and Order to Show Cause.

SUMMARY. Action taken herein proposes
the reassignment of a Class C FM
channel from Charlotte Amalie, Virgin
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Islands, to Ponce, Puerto Rico, and the
substitulon of a Class C channel to
Charlotte Amalie. An Order to Show
Cause is directed to the licensee in
Charlotte Amalie to show why its
license should not be modified to
specify operation on the substitute
channel. This action was initiated by a
petition filed by Radio Stereo Ivanhoe,
who states an additional FM station is
needed to serve Ponce.
DATES: Comments must be filed on or
before June 4,1979, and Reply comments
must be filed on or before June 25, 1979.
ADDRESSES: Federal Communications
Commission, Washington, D.C. 20554.
FOR FURTHER INFORMATION CONTACT:.
Mildred B. Nesterak, Broadcast Bureau,
(202) 632-7792.
SUPPLEMENTARY INFORMATION:

In the matter of amendment of
§ 73.202(b), Table- of Assisgnments, FM
Broadcast Stations. (Ponce, Puerto Rico
and Charlotte Amalie; Virgin Islands)
Notice of proposed rulemaking and
order to show cause.
Adopted: April 3,1979.;
Released: April 6,1979.

By the Chief, Broadcast Bureau:
1. The Commission has before it a

petition for rule making,1 filed by Radio
Stereo Ivanhoe ("petitioner"), proposing
the assignment of Class C FM Channel
266 to Ponce, Puerto Rico, aid the
substitution of Channel 226 for Channel
266 at Charlotte Amalie, Virgin Islands.
Since Channel 266 is presently assigned
to Charlotte Amalie, and occupied by,
Station WCRN(FM,'petitioner requests-
that the licensee of Station WCRN be
directed to show cause why its license
should not be modified to specify
operation on Channel 226 instead of its
present channel.

2. An opposition to the proposal was
'filed by Radio Virgin, Inc. ("RVI"),
licensee of FM Station WCRN operating
on Channel 266 at Charlotte Amalie.

3. Ponce is'a city of 128,233, located in
Ponce Municipio (pop. 158,981),2 on the
south shore of Puerto Rico, 74 kilometers
(46 miles) southwest of San Juan. Ponce
is served locally by five full-time
commercial stations (WISCO, WLEO,
WPAB, WPRP and WZBS); an
educational AM station (WEUC); and
three FM stations (WPAB-FM, Channel
227; WZAR; Channel 270; and WIOC;
Channel 286).

4. Charlotte Amalie is located on St.
Thomas in the Virgin Islands, 128
kilometers (80 miles) southeast of San
Juan. It is served locally by two full-time

'Public Notice of the petition was given on
August 2.1978, Report No. 1135.2Population figures are taken from the 1970 U.S.
Census.

AM stations (WSTA and QVWI), and
two FM stations (WIBS, Channel 250,
and WCRN, Channel 266).

5. Petitioner states that the population
of Ponce has grown from 114,824 in 1960
'to 128,233 in 1970. It asserts that Ponce
is a growing commerical and industrial
center with major industries of iron,
textiles, cement, petroleum refining,
apparel and petrochemical
manufacturing. Petitioner states that
Ponce is now assigned three FM
channels and notes that the FCC
standard for cities with populations
between 100,000 and 250,000 provides
for four to six commerical FM
assisgnments.

*6. Preclusion: No additional
preclusion would be caused as a result
of the reassignment of Channel 266.from
Charlotte Amalie to Ponce. The'
assignment of Channel 226 to Charlotte

.Amale" would cause additional
preclusion on Channels 224A, 225, 226
and 228A. Two communities of greater
than 1,000 population would be affected:
Christiansted (pop.3,020) and
Frederiksted (pop. 1,531). However, each
of these' communities has an AM and an
FM station.

* 7. RVI in'its opposition, contends that
since its station has been in operation
less than-two years,i it is just getting
established. It asserts that the location'
of a station on the FM dial is a matter of
substantial significance and once a
station establishes its position on the
dial in the mind of its listeners, a change
is certain to produce significant public
confusion, resulting in losses in
audience and revenues. It argues that
petitioner did not indicate that the
proposal to change WCRN's channel
was the only, or even the best way, to
secure an additional channel for Ponce.

8. Petitioner, in reply, states that the
Commission has held that two years is
sufficient time to establish a station's
identity with its listeners so that they
will continue to listen to the station on
its new channel.3 It contends that it is
well established that where the public

-interest will be servedby an FM
channel assisgnment, that public
interest prevaililover the interest of an
existing station on its present frequency.
Petitioner claims that a comprehensive
frequency search was undertaken to
find an addition channel for Ponce but-
found none available without having to
change the channel allocation of at least
one existing FM station. It states that
the only other channel (258) worth
serious consideration would have
required locating a Ponce station'east of
Ponce near Mercidita Airport which
could be expected to pose airspace

3 See circeviie, Ohio, 8 F.C.C. 162 (1967).

problems not present wiih the proposed
assignment of Channel 266 to Ponce.

9. Other Considerations: Although the
Commission recognizes the fact that a
change of channel can be an
inconvenience, that inconvenience
cannot be used as a basis for refusing to
provide a needed additional channel. In
this case it appears that an additional
channel at Ponce may be needed and
that the proposed channel represents the
preferable channel to assign. Therefore,
the Commission will proceed with this
proposal but points out that under
appliable precedent, see for example,
Circleville, Ohio, 8 F.C.C. 159 (1967),
Station WCRN(FMwould be entitled to
reimbursement for the necessary and
reasonable costs of converting to the
new frequency. Petitioner recognizes the
requirement of reimbursement and has
expressed its consent thereto f It
obtains a permit for proposed Channel
266 at Ponce.

10. Since 'an interest has been
expressed for the assignment of a fourth,
FM channel to Ponce, whose population
warrants four to six FM channels, It
would be in the public interest to
explore the possibility of proposing
Channel 266 to Ponce, Puerto Rico. This
channel could be used there in
conformity with the minimum distance
separation requirements, if the
transmitter site is located 4.8 kilometers
(3 miles) west of Ponce.

11. Accordingly, the Commission
proposes to amend the FM Table of
Assignments, Section 73.202(b) of the
Commission's Rules, with regard to the
communities listed below:

channel No.chy
Present Roposed

Ponco. Puerto Rico- 227.
270,.
286 227, 270.260, 200charlotte Arnaij,

Viln Islands........ 250.
266 220, 250

12. IT IS ORDERED, That pursuant to
Section 316(a) of the Communications
Act of 1934, as amended, Radio Virgin,
Inc., licensee of FM Station WCRN,
Charlotte Amalie, Virgin Islands,
SHALL SHOW CAUSE why its license
should not be modified to specify
operation on Channel 226 if the
Commission determines that the public
interest would best be served by
adopting the proposed assignment,

13. Pursuant to § 1.87 of the
Commission's Rules and Regulations,
the licensee of Station WCRN, may, not
later than June 4, 1979, request that a
hearing be held on the proposed
modification. Pursuant to § 1.87(f), If the
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right to request a hearing is waived,
Radio Virgin, Inc., may, not later than
June 4, 1979, file a written statement
showing with particularity why its
license should not be modified or not so
modified as proposed in the Order to
Show Cause. In this case, the -
Commission may call on Radio Virgin,
Inc., to furnish additional information,
designate the matter for hearing, or
issue without further proceeding an
Order modifying the license as provided
in the Order to Show Cause. If the right
to request a hearing is waived and no
written statement is filed by the date
referred to above, Radio Virgin, Inc. is
deemed to consent to the modification
as proposed in the Order to Show Cause
and a final Order will be issued by the
Commission if the channel changes
referred to in paragraph 9 above are
found to be in the public interest.

14. Comments must be filed on or
before June 4,1979 and reply comments
must be filed on or before June 25,1979.

15. IT IS FURTHER ORDERED, That
the Secretary of the Commission SHALL
SEND a copy of this Order by
CERTIFIED MAII, RETURN RECEIPT
REQUESTED, to Radio Virgin, Inc., c/o
43 Prindsens Gade, St. Thomas, United
States Virgin Islands 00801, the party to
whom the Order to Show Cause IS
DIRECTED.

16. Authority to institute rule making
proceedings, showings required, cut-off
procedures, and filing requirements are
contained in the attached Appendix and
are incorporated by reference herein.

Note: A showing of continuing interest is
required by paragraph 2 of the Appendix
before a channel will be assigned.

17. For further information concerning
this proceeding, contact Mildred B.
Nesterak, Broadcast Bureau (202) 632-
7792. However, members of the public
should note that from the time a notice
of proposed rule making is issued until
the matter is no longer subject to
Commission consideration or court
review, all exparte contacts are
prohibited in Commission proceedings,
shuch as this one, which involve channel
assignments. An exparte contact is a
message (spoken or written) concerning
the merits of a pending rule making
other than comments officially filed at
the Commission or oral presentAtion
required by the Commission.
Federal Communications Commission.
Walae F. Jobom.
COdef, Broadcast.Bur a

Appendix.

1. Pursuant to authority found in
Sections 4(i), 5(d)(1], 303 (g) and (r), and
307(b) of the Communications Act of

1934, as amended, and Section
0.281(b)(6) of the Commission's Rules, IT
IS PROPOSED TO AMEND the FM
Table of Assignments, Section 73.202(b)
of the Commission's Rules and
Regulations, as set forth in the Notice of
ProposedRule Malng to which this
Appendix is attached.

2. Showings required. Comments are
invited on the proposal(s) discussed in
the Notice of Proposed Rule Making to
which this Appendix is attached.
Proponent(s) will be expected to answer
whatever questions are presented in
initial comments. The proponent of a
proposed assignment is also expected to
file comments even if it only resubmits
or incorporates by reference its former
pleadings. It should also restate Its
present intention to apply for the
channel if it is assigned, and, if
authorized, to build the station
promptly. Failure to file may lead to
denial of the request.

3. Cut-off procedures. The following
procedures will govern the
consideration of filings in this
proceeding.

(a) Counterproposals advanced in this
proceeding itself will be considered, if
advanced in initial comments, so that
parties may comment on them in reply
comments. They will not be considered
if advanced in reply comments. (See
§1.420(d) of Commission Rules.)

(b) With respect to petitions for rule
making which conflict with the
proposal(s) in this Notice, they will be
considered as comments in the
proceeding, and Public Notice to this
effect will be given as long as they are
filed before the date for filing initial
comments herein. If they are filed later
than that. they will not be considered in
connection with the decision in this
docket.
. 4. Comments andreply comments;
service. Pursuant to applicable
procedures set out in Sections 1.415 and
1.420 of the Commission's Rules and
Regulations, interested parties may file
comments and reply comments on or
before the dates set forth in the Notice
of ProposedRule Making to which this
Appendix is attached. All submissions
by parties to this proceeding or persons
acting on behalf of such parties must be
made in written comments, reply
comments, or other appropriate
pleadings. Comments shall be served on
the petitioner by the person filing the
comments. Reply comments shall be
served on the person(s) who filed
comments to which the reply is directed.
Such comments and reply comments
shall be accompanied by a certificate of
service. (See § 1.420 (a), (b) and (c) of
the Commission Rules.)

5. Number of copies. In accordance
with the provisions of Section 1.420 of
the Commission's Rules and
Regulations, an original and fourcopies
of all comments, reply comments,
pleadings, briefs, or other documents
shall be furnished the Commission.

6. Public inspection offilings. All
filings made in this proceeding will be
available for examination by interested
parties during regular business hours in
the Commission's Public Reference
Room at its headquarters, 1919 M Street,
N.W., Washington, D.C.
Jac Docds No. 79-75 lud-3i1l
(FR Doe. 7-11483 d4-1-2, &45 m]
DR4 CODE 67I2-01-M
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DEPARTMENT OF AGRICULTURE

Agriculture Stabilization and
Conservation Service

1979 Wheat; Determination Regarding
Implementation of the Special Grazing
and Hay Program

AGENCY: Agricultural Stabilization and
Conservation Service.
ACTION: Notice of Determination to
Implement the Special Wheat Acreage
Grazing and Hay Program.

SUMMARY: This notice is to implement a
special wheat acreage grazing and hay
program for. the 1979 crop of wheat. This
action is taken in accordance with
Section 109 of the7Agricultural Act of
1949, as amended by the Food.and
Agriculture Act of 1977.
DATE: This determination is effective
March 15,1979.
ADDRESS: Production Adjustment
Division, ASCS-USDA, 3630 South
Building, P.O. Box 2415, Washington,
D.C. 20013

-FOR FURTHER INFORMATION CONTACT.
Bruce R. Weber (ASCS) (202) 447-7987.
SUPPLEMENTARY INFORMATION: The need
for this notice is to implement a special
wheat acreage grazing and hay program
for the 1979 crop of wheat as authorized
in Section 109 (a) through (fl of the
Agricultural Act of 1949, as amended by
the Food and Agriculture Act of 1977
(hereinafter referred to as the-"Act").-
These provisions authorize the
Secretary to administer a special wheat
acreage grazing and hay program
(hereinafter referred to as the "special
program") in each of the crop years,1978
through 1981. It is essential that this _
decision be made effective as soon as
possible to allow producers adequate
time during the current 1979 Wheat and
Feed Grain Program signup period to
decide whether they will utilize the,
special program. Cattlemen also need to

know as soon as possible whether such
a program will be implemented.

A notice that the Secretary was
preparing to make determinations with
respect to the 1979 wheat program,
including the "special program", was
published in the Federal Register on
June 27,1978,43 FR 27844 and 845, and
again on February 26, 1979, 44 FR 10996,
in accordance with 5 U.S.C. 553.
Comments concerning the "special
program" were received during both
comment periods from 525 producers,
State and county ASC committees, farm
organizations and Congressmen. All
comments except two recommended
implementation'of the "special
program". Reasons'given for
implementation of the "special program"
included the following: (1) a severe
winter in the major wheat grazing
regions has reduced or eliminated hay
stocks, (2) snow and ice cover on wheat
fields has prevented early grazing, (3)
because of a severe winter, weight gains
of cattle have been greatly diminished
and, therefore, many cattle are not
ready for market, (4) the "special
program" will increase 1979 wheat
program participation, (5) because less
wheat will be harvested, wheat supplies
will be reduced and, therefore, wheat
prices will improve and deficiency
payments will likely be reduced, (6)
under the "special program" more cattle
will subsequently be placed in feedlots.
thus increasing beef supplies and (7) the"special prdgram" will give farmers an
additional option to adjust their
enterprise to changing market needs.
The dissenting comments generally
opposed the implementation of the
"special program" and one comment
opposed any action that directly

* involves cattle in government-price
support and/or subsidy programs. All
comments 'received have been duly
considered by the Secretary. Current
analysis indicates wheat supplies are
ample, here and abroad. Australia has
just harvested a record crop. Although it
is still very early, all signs indicate a
good 1979 wheat crop with increased
plantings-around the world. The price of
wheat is expected to decline when the
new crop becomes available to the
market. However, beef supplies are very
short and prices are high and rising at
the farm and retail levels and the
outlook shows little relief this year.
Implementation of the "special program,

should result in slightly higher rates of
weight gain of cattle and, therefore,
more beef would become available later
on this year. It should also encourage
the movement of a few more calves onto
wheat pasture and more beef would
become available from these calves 6s
well. While the impacts of this action
will be slight, it should nonetheless slow
the expected increase in beef prices.

The "special program" was
implemented for the 1978 crop of wheat.
Nearly 1.2 million acres of wheat were
designated tnder the program.

It is expected participation in the
program will be considerably higher in
1979 because of an earlier
announcement and a delayed growing
season in the areas most likely to utilize
this program.

Accordingly, the provisions of special
wheat acreage grazing and hay program
with respect to the 1979 crop of wheat
are determined to be the following:

Noticd

Special Wheat Acreage Grazing and
Hay Program for 1979-Crop Wheat.

It is hereby proclaimed that the
special wheat acreage grazinj and hay
program shall be implemented for the
1979 crop of wheat. The basic program
provisions shall be as follows:
.A producer shall be permitted to
designate a portion of the acreage on the
farm intended to be planted to wheat,
feed grains (corn, sorghum and barley),
or upland cotton for harvest, not in
excess of 40 percent of such intended
acreage, or 50 acres, whichever Is
greater, which shall be planted to wheat.
Such designated acreage shall be used
by the producer for grazing purposes or
hay rather than for commercial grain
production. Producers participating in
the "special program" shall receive a
payment equal to the deficiency
payment rate determined for the 1979
crop of wheat multiplied by the farm
program payment yield for wheat, by the
number of acres included in the "special
program". Producers who elect to
participate in the "special program"
must also comply with set-aside and
normal crop acreage (NCA) , ,
requirements on their farm (farms).

Note.-Thls regulation has been
determined not significant under USDA
criteria for implementing Executive Order
1Z044. An Impact Analysis Statement will be
available from Bruce R. Weber, (ASCS) (202),
447-7987.
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Note.-The ASCS, in meeting the
requirements of the National Environme
Policy Act (Pub. L 91-190,45 U.S.C. 4321
seq.), has determined that the proposed
action will not significantly affect the qu
of the human environment and the progr
will not impact the factors normally
considered in the environmental impact
statement process. Therefore, it is detero
that an Environmental Impact Statement
not needed.

Signed at Washington, D.C. on April 9
1979.

Bob Berla
Secetary.
[FR Doc. 79-11398 Ffled 4-12-; 8:45 am]

BILLING CODE 3410-05-M

ntal

,et

ality

nined
fI,'

DEPARTMENT OF AGRICULTURE

Agricultural Stabilization and
Conservation Service

Feed Grain Donations for the Crow.
Indian Tribe In Montana

Pursuant to the authority set forth in
Section 407 of the Agricultural Act of
1949, as amended (7 U.S.C. 1427) and
Executive Order 11336, 1 have
determined that:

1. The chronic economic distress of
the needy members of the Crow Indian
Tribe in Montana has been materially
increased and become acute because of
heavy and prolonged snow cover
making range forage unavailable,
thereby, creating a serious shortage of
feed because of abnormal feeding of
livestock. This reservation is designated
for Indian use and is utilized by
members of the Indian tribe for grazing
purposes.

2. The use of feed grain or products
thereof made available by the
Commodity Credit Cofporation for
livestock feed for such needy members
of the tribe will not displace or interfere
with normal marketing of agricultural
commodities.

3. Based on the above determinations,
I hereby declare the reservation and
grazing lands of this tribe to be acute
distress areas and authorize the
donation of feed grain owned by the
Commodity Credit Corporation to
livestock owners who are determined by
the Bureau of Indian Affairs,
Department of the Interior, to be needy
members of the tribe utilizing such
lands. These donations by the
Commodity Credit Corporation may
commence upon signature of this notice
and shall be made available through
May 31, 1979, or to such other time as
may be stated in a notice issued by the
Department of Agriculture.

Signed at Washington. D.C., on April 3,
1979.

Ray R1±zuasd
Admnistmtor. Adctdulw Sthilimt' an d C"-enoata
Service.

[R Doe. 79-I1G Filed 4--M &45 mI
BIWUNO CODE 3410405-Md

Dated: April 6.1979.
Paul I-. Wul

A cM Wledr Off- of Tmnp-aV-t26
[FR Doc. 79-11494 FI~ed 4-U.-T: am]l
BI.3LLG CODE 3410-02-M

CIVIL AERONAUTICS BOARD

tisv
DEPARTMENT OF AGRICULTURE

Office of Transportation

Rural Transportation Advisory Task
Force Meeting

AGENCY: Office of Transportation, U.S.
Department of Agriculture.

ACTION: Notice of Public Meeting of the
Rural Transportation Advisory Task
Force.

DATES: April 24,1979,1:00 p.m.; April 25,
1979, 8:30 a.m.; April 28,1979, 8:30 aJm.

ADDRESS: Hilton Inn (Airport), 901
Airline Highway, New Orleans,
Louisiana.

SUMMAR. At the completion of its work
on January 1,1980, the Task Force will
report on methods for enhancing the
economical and efficient movement of
agricultural commodities (including
forest products) and agricultural imputs
and recommend approaches for
establishing a national agricultural
transportation policy and for identifying
impediments to a railroad transportation
system adequate for the needs of
agriculture. The Task Force has formed
three subcommittees on policy and
essential transportation needs of
agriculture; railroad problems of
agriculture; and highway, waterway,
and air transportation problems of
agriculture. At its last meeting, the Task
Force finalized a schedule of public
hearings and reached tentative decision
on the nature of an interim report. The
purpose of the next meeting is to define
further the issues for inclusion in the
interim report, tentatively scheduled for
publication in June,'1979. The public
may attend and observe the meeting of
the Task Force. Afternoon sessions will
be primarily devoted to subcommittee
workshops while morning sessions will
be for full Task Force meetings, to
include reports of subcommittees and
presentation of information by staff and
other resource people.

FOR FURTHER INFORMATION CONTACT:.
Dr. R. J. Tosterud, U.S. Department of
Agriculture, Office of Transportation,
Washington, D.C. 20250, Phone: (202)
447-7690.
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Boston-Detroit Show-Cause
Proceeding-

AGENCY. Civil Aeronautics Board.

ACTION: Notice of Order to Show Cause
(79-4-44) Boston-Detroit Show-Cause
Proceeding.

SUMMARY. The Board is proposing to
award new and improved authority
between the points Detroit and Boston
to Braniff Airways, Allegheny Airlines,
Ozark Air Lines, and any other fit,
willing and able applicant whose
fitness, willingness and ability can be
established.

The complete text of this order is
available as noted below.

DATES: All interested persons having
objections to the Board issuing an order
making final the tentative findings and
conclusions shall file, by May 11. 1979, a
statement of objections, together with a
summary of testimony, statistical data.
and othermaterial expected to be relied
upon to support the stated objections.
Such filings shall be served upon all
parties listed below.

ADDRESSES: Objections to the issuance
of a final order, should be filed in the
Dockets Section, Civil Aeronautics
Board, Washington, D.C., 20428, in
Docket 35254.

In addition, copies of such filings
should be served on Braniff Airways;
Allegheny Airlines; Ozard Air Lines;
Pan American World Airways; Trans
International Airlines; Trans World
Airlines; Lone Star Airways; Board of
County Road Commissioners of the
County of Wayne, Michigan; Greater
Detroit Chamber of Commerce;
Massachusetts Port Authority, and the
Greater Boston Chamber of Commerce.
FOR FURTHER INFORMATION CONTACT.
Michael G. Forde, Bureau of Pricing &
Domestic Aviation, Civil Aeronautics
Board, 1825 Connecticut Avenue, N.W.,
Washington, D.C., 20428, (202) 673-5348.
SUPPEME'ARY INFORMATIoN The
complete text of Order 79-4-44 is
available from the Distribution Section,
Room 516, Civil Aeronautics Board, 1825
Connecticut Avenue, N.W, Washington,
D.C., 20428. Persons outside the
metropolitan area may send a postcard
request for Order 79-4-44 to that
address.
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Civil Aeronautics Board: April 6,1979.
Phyllis T. Kaylor.
Secretary.
(FR Doc. 79-11561 Filed 4-1Z-79, 45 am]
BI,,NG CODE 6320-01- -

Chicago/Texas/Southwest-Western
Mexico Route Proceeding:
Applications of Continental Air Lines,
Inc., et al. for Certificates of Public "
Convenience and Necessty; Order oh
Reconsideration

Adopted by the Civil Aeronautics
Board at its office in Washington, D.C.
on the 6th day of April 1979.

We instituted this proceeding by
Order 78-11-144 [November 30, 1978) to
consider new authority for U.S.-flag
carriers over four U.S.-Mexico routes:

B.1. San Antoni6-Loreto, La Paz, San
Jose del Cabo, Mazatlan, Puerto Vallarta
and Guadalajara;

B.5. Houston-Loreto, La Paz, San Jose.
del Cabo, Mazatlan, Puerto Vallarta,
Manzanillo, Zihuatanejo and Acapulco;

B.8. Chicago-Loreto, La Paz, San Jose
del Cabo, Mazatlan, Puerto Vallarta and
Guadalajara;'and

C.1. Atlanta and New Orleans-Loreto,
La Paz, San Jose del Cabo, Mazatlan,
Puerto Vallarta and Guadalajara.
We directed that applications, motions
to consolidate and petitions for
reconsideration of the instituting order *
be filed by December 26,1978, and
answers to those pleadings by January
5, 1979.

Applications and motions to
consolidate were filed by Allegheny,
American, Continental, Eastern, Hughes
Airwest, North Central and Northwest
for some or all of the authority in issue.
We will grant the motions to
consolidate.1 A petition for.
reconsideration was submitted by
United Air Lines objecting to our
decision to combine examination of all
four routes in a single proceeding.
United claims that a combined hearing
would undermine the careful
consideration that each route deserves,
would complicate the proceeding, and
would fragment its focus. We disagree.
United offered no support for its theory
and no specific rebuttal to our rationale
in Order 78-11-144. Since United is an
applicant only for Route B.8., it
undoubtedly has its own motives for
having that route examined separately.
Those motives do not overcome the
flexibility, efficiency and speed
attendant to a combined proceeding.

I We previously consolidated applications' of
Braniff Airways, Docket 32732,- Texas International
Airlines, Docket 31929, and United Air Lines,,.
Docket 32914.

We will, on our own initiative, add
Route B.3. (Dallas/Ft. Worth-La Paz, San
Jose del Cabo, Mazatlan, Puerto Vallarta
and Guadalajara) to this preceeding. in
our opinion in the Dallas/Ft. Worth-
Western Mexico Route Proceeding,
Order 79-3-115 (served March 21, 1979),
we granted temporary authority to
American over Route B.3., but we
decided to look at the long term needs of
the markets again because the U.S.-
Mexico bilateral agreement had been
altered fundamentally while the Dallas/
Ft. Worth case was in process. Once
authority over the four routes in issue in,
Docket 34136 is implemented, Dallas/Ft.
Worth will cease to-be the sole gateway
for U.S.-Western Mexico traffic from the
East, Northeast and Midwest.
Consequently, the predicates for the
temporary award to American may
change. By adding Route B.3.'to this
case, we can take a fresh,
comprehensive look at what the best full
pattern of service between the eastern
two-thirds of the country and Western
Mexico might be. We will give
interested carriers 21 days from the
service date of this order-to file new
applications for Route B.3. and motions
to consolidate.

Accordngly, the Board:
1.-Denies the petition of United Air

Lines for reconsideration of Order 78-
11-144;

2. Amends ordering paragraph 2.(a). of
Order 78-11-144 by ddding the following
route:

"(5) Dallas/Ft. Worth-La Paz, San Jose
del Cabo, Mazatlan" Puerto Vallarta,
Guadalajara;"

3. Directs interested Carriers to file
applications for the authority indicated
in paragraph 2, above, together with
motions to consolidate and
environmental evaluations under Parts
312 and 313 of the Board's Regulations,
no later thai April 30,1979; and

4. Consolidates the following
applications into Docket 34136:;

Dockets 34288, Continental Air Lines;
34305, American Airlines; 34310, Hughes
Airwest; 34319, Eastern Air Lines; 34326,
Northwest.Airlines; 34328, Allegheny
Airlines; 34329, North Central Airlines.

5. Delegates to the presiding
administrative law judge authority to
consolidate conforming applications and

-to dismiss applications upon motions or
for failure to prosecute.

This order shall be published in the Federal
Register.

By the Civil Aeronautics Board.'
thylhs T. Kaylor,
Secretary.

[Order 79-4-35; Docket Nos. 34130. at al.,
(FR Doc. 79-11502 Fled 4-1Z-7. 8:45 am)
BILLNG CODE 6320-01-M

CIVIL RIGHTS COMMISSION

Iowa Advisory Committee; Agenda and
Notice of Open Meeting

Notice is hereby given, pursuant to the
provisions of the Rules and Regulations
of the U.S. Commission on Civil Rights,
that a Planning meeting of the Iowa
Advisory Committee (SAC) of the
Commission will convene at 10:00 a.m.
and will end at 3:00 p.m., on May 8, 1979,
at the Howard Johnson's Downtown
Central, 921 Sixth Avenue, Room 6, Des
Moines, Iowa 50309.

Persons wishing to attend this open
meeting should contact the Committee
Chairperson, or the Central States
Regional Office, Old Federal Office
Building, Room 3103, 911 Walnut Street',
Kansas City, Missouri 64100.

The purpose of the meeting is to
receive program reports on SAC
programs and continue program
planning.

This meeting will be conducted
pursuant to the provisions of the Rulea
and Regulations of the Commission.

Dated at Washington, D.C., April 10,1979.
John L Binkley,
Advisory Comattee Management Officer.
[FR Doec. 79-11544 Filed 4-12-7W 8:45 am]
BILNG CODE 6335-01-M,

Nebraska Advisory Committee;
Agenda and Notice of Open Meeting

Notice is hereby given, pursuant to the
provisions of the Rules and Regulations
of the U.S. Commission on Civil Rights,
that a planning meeting of the Nebraska
Advisory Committee (SAC) of the
Commissi6n will convene at 9:00 a.m,
and will end at 1:00 p.m., on May 5,1979,
at the Nebraska State Capitol, Room
1015, Lincoln, Nebraska 68509.

Persons wishing to attend this open
meeting should contact the Committee
Chairperson or the Central States
Regional Office, Old Federal Office
Building, Room 3103, 911 Walnut Street,
Kansas City, Missouri 64106.

The purpose of the meeting is to
review the staff and subcommittee
activities relative to the consultation on
Minorities in Western Nebraska. The
Committee will also plan Its activities
for the next several months.

2All Members concurred.

22138
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This meeting will be conducted
pursuant to the provisions of the Rules
and Regulations of the Commission.

Dated at Washington, D.C., April 10,1979.
Jolm L Sbley. .

AdvisoryCommitteeManagement Officer.
[FR Doc. 79-nu545 Fed 4-12-79; 8:45am]

BILLING CODE 6335-01-.M

Washington Advisory Committee;
Agenda and Notice of Open Meeting

Notice is hereby given, pursuant to the
provisions of the Rules and Regulations
of the U.S. Commission on Civil Rights,
that a planning meeting of the
Washington Advisory Committee (SAC)
of the Commission will convene at 7:00
p.m. and will end at 10:00 p.m., on May
10, 1979, at the Doric Tacoma Motor
Hotel, Capri A Meeting Room, Tacoma,
Washington 98402.

Persons wishing to attend this open
meeting should contact the Committee
Chairperson or the Northwestern
Regional Office, 915 Second Avenue,
Room 2852, Seattle, Washington 98174.

The purpose of the meeting is to plan
for factfinding meeting, May 11, 12, 1979.

This meeting will be conducted
pursuant to the provisions of the Rules
and Regulations of the Commission.

Dated at Washington, D.C., April 10, 1979.
JohnLsi Bey.
AdisoryCommttee Management Officer.
[ER Dom. 79-1154 Fied 4-12-M9 &4s5am]
BILLING CODE 633501--M

Washington Advisory Committee;
Agenda and Notice of Open Meeting

Notice is hereby given, pursuant to the
provisions of the Rules and Regulations
of the U.S. Commission on Civil Rights,
that a Factfinding meeting of the
Washington Advisory Committee
(WAC) of the Commission will convene
at 9:00 a.m. and will end at 5:00 p.m., on
May 11 & 12,1979, at the County-City
Building, City Council Chambers,
Tacoma, Washington 98402.

Persons wishing to attend this open
meeting should contact the Committee
Chairperson, or the Northwestern
Regional Office, 915 Second Avenue,
Room 2852, Seattle, Washington 98174.

The purpase of the meeting is to
collect information on the employment
status of minorities, women and
handicapped persons in the
governments of Pierce County and the
City of Tacoma.

This meeting will be conducted
pursuant to the provisions of the Rules
and Regulations of the Commission.

Dated at Washington. D.C., April 10,1979.
John L BLOklq,
A dvisory CommitWee AM1= qem = t Officer.
[FR Do. 79-41, 7 Filed 4-U2-7 8 -45 am)
BILLNG COOS 6335-01-M

CIVIL RIGHTS COMMISSION

Washington Hearing

Notice is hereby given pursuant to the
provisions of the Civil Rights Act of
1957, 71 StaL 634, as amended, that
public hearings of the U.S. Commission
on Civil Rights will commence on May
14,1979 at Conference Room No. 1,1100
L Street, N.W., Washington, D.C. An
executive session, if appropriate, may
be convened at any time before or
during the hearings.

The purpose of the hearing is to
collect information concerning legal
developments constituting
discrimination or a denial of equal
protection of the laws under the
Constitution because of race, color,
religion, sex, age, handicap, or national
origin, or in the administration of justice,
particularly concerning American
Indians and police practices; to appraise
the laws and policies of the Federal
Government with respect to
discrimination or denials of equal
protection of the laws under the
Constitution because of race, color,
religion, sex, age, handicap, or national
origin, or in the administration of justice,
particularly concerning American
Indians and police practices; and to
disseminate information with respect to
discrimination or denials of equal
protection of the laws under the
Constitution because of race, color,
religion, sex, age, handicap, or national
origin, or in the administration of justice,
particularly concerning American
Indians and police practices.

Dated at Washington. D.C., April 11,1979.
ArthwI5. Iaizins
C~hmam
[R Doc. -117 led 4-2-7; W:4 am)

BILLING COOE 6335-016-

DEPARTMENT OF COMMERCE

Office of the Secretary

National Voluntary Laboratory
Accreditation Program (NVLAP);
Quarterly Report-NVLAP for Thermal
Insulation Materials

This quarterly report has been
prepared in accordance with the NVLAP
procedures (15 CFR Part 7a), § 7.17(a).
Publication in the Federal Register is not
required but deemed appropriate on this

occasion to announce the laboratories
which requested accreditation in the
first laboratory accreditation program
promulgated under NVLAP procedures.

Promulgation of general and specific
criteria. General and specific criteria
that laboratories which test thermal
insulation materials must meet in order
to be accredited under NVLAP were
published in the Federal Register on
January 18,1 979 (44 FR 3886--3905]. A
notice containing five minor corrections
to-the criteria was published on March
9,1979 (44 FR 13060).

Establishment offees and charges. A
notice setting out the fees and charges to
accredit laboratories which test thermal
insulation materials under NVLAP was
published in the Federal Register on
January 18,1979 (44 FR 3906). The notice
of March 9,1979 containing the
corrections to the criteria referenced
above (44 FR 13060) also contains four
corrections to this notice setting out fees
and charges.

Laboratories requestng accredltation.
In response to the invitation to
laboratories to request a formal
application for accreditation which was
contained in the criteria published on
January 18,1979 (at FR 3894, 54 such
requests were received. Formal
applications were received from 20
organizations representing 23
laboratories. Questionnaires have been
sent to these laboratories to initiate the-
evaluation.

Laboratories which have requested
NVLAP accreditation for testing thermal
insulation materials are as follows:
Butler Manufacturing Co.
CertainTeed Corp.
Certified Testing Laboratories. Inc.
Commercial Testing Co., Inc.
Dow Chemical USA.
Dynatech R/D Company
Dynatherm Engineering
Factory Mutual Research Corp.
Hauser Laboratories
International Acoustical Testing Laboratory,

Inc.
Jim Walter Research Corp.
NAHB Research Foundation, Inc.
Owens-Cornng Fiberglas Corp.
Pabco Insulation Division. Louisiana-Pacific

Corp.
Southwest Research Institute
Sparrell Engineering Research Corp.
Technical Micronics Control. Inc.
Underwriters' Laboratories, Inc., Northbrook

Laboratory
Underwriters' Laboratories, Inc., Santa Clara

Laboratory
United States Testing C., Inc., California

Division
United States Testing Co., Inc., Hoboken

Division
United States Testing Co., Inc., Tulsa Division
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Dated: April 9,1979.
Jordan J. Ba=61!.
Assistant Secretary for Science and Technology.
[FR Doe. 79-11461 Filed 4-12-79; 8:45 am]

BILLING CODE 6351-01-M

COMMODITY FUTORES TRADING
COMMISSION

Amendment to Sugar Trade Rule
11.10(1) of the New York Coffee and
Sugar Exchange, Inc4 Publication of
and Request for Comment on
Proposed Rules Having Major
Economic Significance

The Commodity Futures Trading
Commission, in accordance with section
5a(12) of the Commodity Exchange Act'
("Act"), 7 U.S.C. 7d(12) (1976), as
amended by the Futures Trading Act of
1978, Pub. L. No. 95-405, section 12, 92
StaL 871 (1978), has determined that the
proposed amendment to Sugar Trade
Rule 11.10(1) of the New York Coffee
and Sugar Exchange, Inc. ("Exchange")
may be of major economic significance
to existing contracts in months currently
listed for trading. Although a proposed
rule is not required to be published
unless the Commisison has found that it
'is of major ecomonic significance, in the
spirit of the public policy underlying
section 5a(12) of theAct, the
Commission is seeking public comment
on this proposal as it relates to existing
contracts. The Commission has
determined that the proposed
amendment iq not of major economic
significance for those contracts which
have not yet been listed for trading.

In a letter dated November 30, 1978,
the Exchainge submitted for Commission
approval a new paragraph (il to Sugar
Trade Rule 11.10(1), which concerns the
obligations of the receiver upon delivery
of a Number 11 Sugar Contract. This
new paragraph reads as follows:

(i) Any sums payable with respect to any
Sugar delivered under an Exchange conctract
as contributions to the Stock Financing Fund
established under the International Sugar
Agreement shall be for the account of the
Receiver.

It should be noted that the Stock
Financing Fund of the Inteinational
Sugar Agreement is not yet in effect. The
proposed amendment will become
operational only if this fund is put into
effect.

Any person interested in submitting
written data, views, or arguments on ,
this amendment as it relates tolexisting
contracts should send his comments by
May 14,1979, to Ms. Jane Stuckey,
Secretariat, Commodity Futures Trading

Commission, 2033 K Street, NW,
Washington, D.C. 20581.

Issued in Washington, D.C. on April 9,1979.
Gary L Seevem,
Actn Chaiman.
[FR Doe. 79-11464 Filed 4-12-79; &45 am]

BILLING CODE 6351-01-U

DEPARTMENT OF DEFENSE

Department of the Army

Privacy Act of 1974; Reldentification
and Amendment to Systems of
Records

AGENCY: Department of the Army. -

ACTION: Notice of reidentification and
amendment to Systems of Records.

SUMMARY: The Army proposes to
reidentify and amend 3 systems of
records subject to the Privacy Act of
1974. Systems of records affected are

-identified below along with the new
identification, and specific changes to
the systems are set-forth below followed
by the systems published in their
entirety as reidentified and-amended.
DATE: The systems shall be reidentified
and amended as proposed without
further notice on May 13,1979, unless
comments are received on or before-
Ma, 13.1979, which would result in a,
contrary determination and require
republication for further comments.
ADDRESS: Any comments, including
written data, views or arguments
concerning the action proposed should
be addressed to the System Manager
identified in the system notices.
FOR FURTHER INFORMATION CONTACT:
Mr. Cyrus H. Fraker, The Adjutant
General Center (DAAG-AMR-R),
Department of the Army, 1000
Independence Avenue, SW,
Washington, DC 20314; telephone 202/
693-0973.

SUPPLEMENTARY INFORMATION: The
Department of the Army systems of
records notices,.as prescribed by the
Privacy Act, have been published in the-
Federal Register as follows:
FR Doc. 78-2825 (43 FR 50396) September 28,

1977 ' , -
FR Doc. 78-23953 (43 FR 38070) August 25,

1978
FR Doc. 78-22562 (43 FR 40272) September 11,

1978
FR Doc. 78-26732 (43 FR 42026) September 19,

1978
FR Doc. 78-25819 (43 FR 42374) September 20,

1978
FR Dec. 78-26699 (43 FR 43059) September 22,

1978
FR Doc. 78-26998 (43 FR 43539) September 26.

1978

FR Doc. 78-29130 (43 FR 47604) October 10,
1978

FR Doc. 78-29211 (43 FR 48894) October 19,
1978

FR Doc. 78-29982 (43 FR 49557) October 24,
1978

FR Doc. 78-31795 (43 FR 52512) November 13,
1978

FR Doc. 78-34588 (43 FR 58111) December 12,
1978

FR Doc. 78-35523 (43 FR 59869) December 22,
1978

FR Doc. 79-5788 (44 FR 11105) February 27,
1979

FR Doc. 79-6621 (44 FR 12231) March 8, 1979
FR Doc. 79-8787 (44 FR 17767) March 23, 170

Effective 24 December 1978, the Army
Staff safety function and the United
States -Army Agency for Aviation Safety
(redesignated the United States Army
Safety Center) were transferred from
The Inspector General to the Deputy
Chief of Staff for Personnel. This
necessitated a change in the system
identifications. This change In the
identifications of the system notice and
the proposed amendments are not
within the purview of the provisions of 5
USC 552a(o) of the Act which require
the submission of new or altered system
reports.
IL E Lofdahl,
Director Correspondence and Directives. Washington HIead.
quarters Seryices. Department of Defense.

April 6,1979. '

,Amendments

A0606.07aDAIG

SYSTEM NAME:

608.07 Safety Award Files (42 FR
50507) Septembbr 28,1977.
Changes:

SYSTEM IDENTIFICATION:

Change "A060W.07aDAIG" to
"A0606.07aDAPE".

POUCIES AND PRACTICESFOR STOnING,
RETRIEVING, ACCESSING, RETAINING, AND
DISPOSING OF RECORDS IN THE SYSTEM:

STORAO

In second paragraph, delete "United
States Army Agency for Aviation
Safety" and substitute: "United States
Army Safety Center".

SYSTEM MANAGER(S) AND ADDRESS:

Delete entry and substitute: "Army
Director of Safety, Headquarters,
Department of the Army, Office of the
Deputy Chief of Staff for Personnel,
Washington, DC 20310."

NOTIFICATION PROCEDURE:

Delete entry and substitute:"Information may be obtained from:
Headquarters, Department of the Army
(DAPE-HRS), Room 1F-686, The
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Pentagon, Washington, DC 20310.
Telephone: Area Code 202/697-6180".

RECORD ACCESS PROCEDURES:

Delete first paragraph and substitute:
"Requests from individuals should be
addressed to: Headquarters, Department
of the Army (DAPE-HRS), Washington,
DC 20310."

A0607.01bDAIG

SYSTEM NAME:

607.01 Accident and Incident Case
Files, Army Safety Management
Information System (43 FR 40274)
September 11, 1978.

Changes:

SYSTEM IDENTIFICATION:

Change "A0607.01bDAIG" to
"A0607.01bDAPE".

SYSTEM LOCATION:

After "Primary System:", delete entry
and substitute: 'United States Army .
Safety Center (USASC), ATrN: PESC-D,
Ft. Rucker, AL 36362." -

POUCIES AND PRACTICES FOR STORING,
RETRIEVING, ACCESSING, RETAINING, AND
DISPOSING OF RECORDS IN THE SYSTEM:

RETENTION AND DISPOSALU

In the second paragraph, delete
"USAAVS:" and substitute: "USASC:".

SYSTEM MANAGER(S) AND ADDRESS:

Delete entry and substitute: "Army
Director of Safety, Headquarters,
Department of the Army, Office of the
Deputy Chief of Staff for Personnel,
Washington, DC 20310."

NOTIFICATION PROCEDURE:

Delete entry and substitute:
"Information may be obtained from:
Headquarters, Department of the Army
(DAPE-HRS], Room 1F,-66, The
Pentagon, Washington, DC 20310.
Telephone: Area Code 202/697--6180".

RECORD ACCESS PROCEDURES:.

Delete second paragraph and
substitute: "Individuals should contact
Commander, United States Army Safety
Center, Ft Rucker, AL 36362."
A1207.08aDAIG

SYSTEM NAME:

1207.08 Operator's Examination and
Qualification Record Files (42 FR 50641)
September 28,1977.

Changes:

SYSTEM IDENTIFICATION:

Change "A1207.08aDAIG" to
"A1207.08aDAPE".

SYSTEM MANAGER(S) jD ADDRESS:.

Delete entry and substitute: "Army
Director of Safety, Headquarters,
Department of the Army, Office of the
Deputy Chief of Staff for Personnel,
Washington, DC 20310."

NOTIFICATION PROCEDURE:

Delete entry and substitute:
"Information may be obtained from:
Headquarters, Department of the Army
(DAPE-HRS), Room IE--86, The
Pentagon, Washington, DC 20310.
Telephone: Area Code 202/697-6180".

RECORD ACCESS PROCEDURE&

Delete first paragraph and substitute:
"Requests from individuals should be
addressed to: "Headquarters,
Department of the Army (DAPF-HRS),
Washington, DC 20310."

A0606.07aDAPE

SYSTEM NAME:

606.07. Safety Award Files

SYSTEM LOCATION:

Decentralized Maintenance: Safety
Offices at all levels of command
including Department of the Army (DA),
Major Command and installation level.

CATEGORIES OF INDIVIDUALS COVERED BY MHE
SYSTEM

Any DA military/civilian personnel
who have received or who have been
considered for an award for
accomplishments in the safety field. I.e.,
operators of Army motor vehicles/
equipment, and other deserving
individuals.

CATEGORIES OF RECORDS IN THE SYSTEM:

File contains approved requests,
orders, certificates, citations,
disapproved requests and similar or
related documents reflecting the
consideration and selection of
individuals for recognition of
outstanding effort and achievement in
the preventior of accidents. Automated
file consists solely of Broken Wing
Award data.

AUTHORITY FOR MAINTENANCE OF THE
SYSTEM:

Pub. L. 91-596, Section 19,
Occupational Safety and Health Act of
1970, and Section 2, Executive Order
11807, Occupational Safety and Health
Programs for Federal Employees.

ROUTINE USES OF RECORDS MAINTAINED IN
THE SYSTEM, INCLUOING CATEGORIES OF
USERS AND THE PURPOSES OF SUCH USES:

Safety Offices at all levels of
command including DA, Major
Command, and installation level use
documents in this file for history of

outstanding individual effort and
achievement in the prevention of
accidents. The file is used to evaluate
the need for additional awards for
outstanding individuals.

POLCIES AND PRACTICES FOR STORING,
RETRIEVINO, ACCESSING, RETAINING, AND
DISPOSING OF RECORDS IN THE SYSTEM:

STORAGE:

Paper records in file folders.
Portions of Broken Wing Award files

are maintained on computer magnetic
tape at the United States Army Safety
Center, Ft Rucker, Al 36362.

RETRIEVABILI"Y

File is arranged by time interval such
as by month, quarter, year, as required,
for promotion of accident prevention;
within time interval, documents are filed
alphabetically by the last name of.
award recipient.

SAFEGUARDS

Buildings are kept locked, and records
are maintained in areas accessible only
to authorized personnel who are
properly screened and trained.

RETENTION AND DISPOSAL

Office performing award selection
responsibility: Permanent.

Recipient offices: Permanent.
All other offices: Destroyed after 2

years, or on discontinuance, whichever
is first.

SYSTEM MAXAGER(S) AND ADDRESS:

Army Director of Safety,
Headquarters, Department of the Army,
Office of the Deputy Chief of Staff for
Personnel, Washington, DC 20310.

NOTIFICATION PROCEDURM

Information may be obtained from:
Headquarters, Department of the Army
(DAPE-HRS) Room IE-68W, The
Pentagon, Washington, DC 20310.
Telephone: Area Code 202/697-6180.

RECORD ACCESS PROCEDURE

Requests from individuals should be
addressed to: Headquarters, Department
of the Army (DAPE-HRS), Washington,
DC 20310.

Written requests for information
should contain full name of recipient.
date and location of award presentation,
current address, and telephone number.

For personal visits, the individual
should be able to provide acceptable
identification such as driver's license or
employing office identification card.

CONTESTING RECORD PROCEDURE

The Army's rules for access to records
and for contesting contents and
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appealing initial determinations may be
obtained from the SYSMANAGER.

RECORD SOURCE CATEGORIES:

Documents supporting outstanding
effort and achievement in accident
prevention such as accident history,
driver record, efforts made in safety
promotion and education as supplied by
the applicable unit, are used toward the
completion of the award process.

SYSTEMS EXEMPTED FROM CERTAIN
PROVISIONS OF THE ACT.

None.

A0607.01bDAPE

SYSTEM NAME:

607.01 Accident and Incident Case
Files, Army. Safety Management
Information System

SYSTEM LOCATION:

Primary System: United States Army
Safety Center (USASC), ATTN: PECS-D,
Ft Rucker, AL 36362.

Decentrlized Segment-S-afety
Offices at all levels of command
Including Department, Major Command,
and installation level.

CATEGORIES OF INDIVIDUALS COVERED BY THE
SYSTEM:

Documents didsribirig rmyk accidents
maintained *ith personnel identification
when the following categories of
persons are involved in Army accidents:
Active Army military persbnnel; Army
civiliam employees; Army Reserve;
Army Reserve Officers Training Corps
under Army supervision; Army National
Guard; Army contractor employees
working on an Army installation; non-
U.S. citizen Army employees, both direct
and indirect hire; other persons not
engaged in normal activities of an Army
installation or activity, not specifically
defined as a separate category, such as
persons paid from non-appropriated
funds; visitors to an installation, local
residents, personnel of other agencies
and services, foreign military students,
-dependents, and Government and
contractor employees injured on post in
activities outside their employment
duties; individuals off-post involved in
accidents incident to Army operation.

CATEGORIES OF RECORDS IN THE SYSTEM:'

File contains all pertinent and
relevant information relating to Army
accidents, including Aviator Mishap
Data File consisting of Preliminary
Reports of Aviation Mishaps; but
excludes aircraft accident reports.

AUTHORIT FOR MAINTENANCE OF THE
SYSTEM:

Tifle- U.S.C., Section 7902; Pub. L. 91-
-596,-Section 19, Occupational Safety and
"Health" Act of 1970; and Section 2,
Executive Order 11807, Occupational
Safety and Health Program for Federal
Employees.

ROUTINE USES OF RECORDS MAINTAINED IN
THE SYSTEM, INCLUDING CATEGORIES OF
USERS AND THE PURPOSES OF SUCH USES:,

Information is gathered and
maintained solely for accident
prevention purposes. Users are
Dej~artment of the Army or National
Guard personnel (military or civilian)
tasked with analyzing and improving the
Army or National Guard Safety
Programs; and for determining
qualification of Army or National Guard
aviators for selected programs. Various
Department of Defense agencies; the
Department of Labor, Federal Aviation
Agency; other Federal, State, and local,
agencies; and applicable civilian
organizations, such as the National
Safety Council; National Transportation
Safety Board, are furnished categories of.
data for use in a combined effort of
accident prevention.

POLICIES AND PRACTICES FOR STORING,
RETRIEVING, ACCESSING, RETAINING, AND
DISPOSING OF RECORDS IN THE SYSTEM:-

STORAGE:

Paper records, computer magnetic
tapes, magnetic disks and microfilm.

RETRIEVABILITY:

By date, location, and type of accident
involved. In rare instances, it may be
retrieved by individual's last name and
social security number (SSN) in addition
to other necessary information. Aviator
accident mishap data is retrieved by
individual's last name and/or SSN.

SAFEGUARDS: -I

Information is coded, located in
locked rooms, accessed by authorized
personnel only. Only Major Army
Command Safety Data Managers and
the SYSMANAGER are allowed access
to the system.

RETENTION AND DISPOSAL:

Office performing Armywide staff
responsibility for safety function and
reviewing offices at lower echelons:
Destroyed after 5 years.

USASC: Permanent. Retired to
Washington National Records Center on
discontinuance. Aviator Mishap Data
File: Destroyed after 20 years.

Offices initiating reports and
investigations: Destroyed after 2 years
or on discontinuance, whichever is first.

SYSTEM MANAGER(S) AND ADDRESS:

Army Director of Safety,
Headquarters, Department of the Army,
Office of the Deputy Chief of Staff for
Personnel, Washington, DO 20310.

NOTIFICATION PROCEDURE:

Information may be obtained from:
Headquarters, Department of the Army
(DAPE-HRS), Room IE-686, The
Pentagon, Washington, DC 20310.
Telephone: Area Code 202/697-6180,

RECORD ACCESS PROCEDURES:

Written requests for information
should contain full name, SSN, when
and where accident occurred, and type
of accident.

Individuals should contact
Commander, United States Army Safety
Center, Ft Rucker, AL'36302.

For personal visits, the individual
should be able to provide acceptable

'identification; i.e., military ID, driver's
license, employment ID, or other
document which displays photograph/
name/SSN/address/or physical
chiaracteristics to adequately identify
the visitor.,

CONTESTING RECORD PROCEDURES:

The Army's rules for access to records
and for contesting contents and
appealing initial determinations may be
obtained from the SYSMANAGER.

RECORD SOURCE CATEGORIES:

Documents originating at various
Army command levels, which include
reports of accident, injury, fire,
morbidity, military police traffic
accident investigations, casualty,
ihdividual sick slips, serious Incident
reports, operator's reports of motor
vehicle accidents, marine casualty
reports, and Preliminary Report of
Aviation Mishap.

SYSTEMS EXEMPT FROM CERTAIN PROVISIONS
OF THE ACT.I

None.

A1207.08aDAPE

SYSTEM NAME:

1207.08 Operator's Examination and
Qualification Record Files

SYSTEM LOCATION:

Decentralized: Unit level files or
installation Personnel Divisions. Filed In
the individual's 201 file.

CATEGORIES OF INDIVIDUALS COVERED BY THE
SYSTEM:

Each individual examined for an
Army motor vehicle/equipment
onerator's nprmif.
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CATEGORIES OF RECORDS IN THESYSTEM:

Information concerning who, what,
when, where, and how individuals
became qualified to operate Army
vehicles/equipment and a historical
record of their vehicle/equipment
operating activities.

AUTHORITY FOR MAINTENANCE OF THE
SYSTEM:

Pub. L. 91-596, Section 19,
Occupational Safety and Health Act of
1970, and Section 2, Executive Order
11807, Occupational Safety and Health
Program for Federal Employees.

ROUTINE USES OF RECORDS MAINTAINED IN
THE SYSTEM, INCLUDING CATEGORIES OF
USERS AND THE PURPOSES OF SUCH USES.

Used for reviewing individual's
qualifications as related to motor
vehicle/equipment operations and for
scheduling of individuals in training
courses as an ongoingprogram to
expand operator capbilities.

POLICIES AND PRACTICES FOR STORING,
RETRIEVING, ACCESSING, RETAINING, AND
DISPOSING OF RECORDS IN THE SYSTEM:

STORAGE:

Paper records in file folders.

RETRIEVAnILLY.

Filed alphabetically by last name of
individual.

SAFEGUARDS:

Buildings are kept locked, and records
are maintained in areas accessible only
to authorized personnel that are
properly screened and trained.

RETENTION AND DISPOSAL:

Operator qualification recorc
Permanent. Transferred with Military
Personnel Records Jacket or Civilian
Personnel Folder, as applicable.

Tests and examinations: Destroyed
after recording on applicable
qualification records.

SYSTEM MANAGER(S) AND ADDRESS: Army
Director of Safety, Headquarters, Department
of the Army. Office of the Deputy Chief of
Staff for Personnel Washington. DC 20310.

NOTIFICATION PROCEDURE:

Information may be obtained from:
Headquarters, Department of the Army
(DAPE-HRS), Room IE-686, The
Pentagon, Washington, DC 20310,
Telephone: 202/697-6180.

RECORD ACCESS PROCEDURES:

Requests from individuals should be
addressed to: Headquarters, Department
of the Army (DAPE-HRS], Washington,
DC 20310.

Written requests for information
should include name, social security

number, and duty element of the
individual at the time the system file
was initiated.

Personal visits should be limited to
the personnel office at the last duty
assignment whenever possible and the
individual should be able to provide
some acceptable identification; i.e.,
driver's license or employing office
identification card at the time of the
visit.

CONTESTING RECORD PROCEDURES

The Army's rules for access to records
and for contesting contents and
appealing initial determinations may be
obtained fropn the SYSMANAGER.

RECORD SOURCE CATEGORIM:

Army's testing organizations, provost
marshal offices at Army installations,
and Army vehicle driver examiners
through written correspondence.

SYSTEMS EXEMPTED FROM CERTAIN
PROVISIONS OF THE ACT.

None.
[FR Dor- 79-150 ed 4- - ,S am]
BILLING CO E 3710-0-

DEPARTMENT OF DEFENSE

Engineers Corps

Proposed Project on the Oblon and
Forked Deer Rivers In Western
Tennessee; Intent To Prepare a Draft
Environmental Impact Statement
(DEIS)
AGENCY: U.S. Army Corps of Engineers,
DOD.
ACTION: Notice of intent to prepare a
draft environmental impact statement
(DEIS).

SUMww: The Obion-Forked Deer Basin
Authority (OFDBA), Jackson, Tennessee,
proposes to snag and clear along
reaches of the Oblon and Forked Deer
Rivers and certain tributaries. The
purpose of the OFDBA's activities is to
increase the flow of water by removing
debris from the streams which impedes
the movement of flood waters, to
provide'i means to hold flood waters
and release them over a longer period of
time and allow the channels to carry
this water, and, as required as a local
interest project responsibility, to
maintain previously channelized rivers
and main tributaries so they operate
efficiently.

The agency has applied for
Department of the Army permits for the
discharge of dredged and fill material
into wetlands adjacent to the Obion and
Forked Deer Rivers and for work in
navigable water along reaches of these

rivers. The permit applications are being
processed under Section 10 of the River
and Harbor Act of 1899 and Section 404
of the Clean Water Act

Notice is hereby given of the Corps of
Engineers, Memphis District, decision to
prepare a DEIS for issuance of
necessary permits for the proposed
project of the OFDBA on the Obion and
Forked Deer Rivers and associated
tributaries in Western Tennessee.Alternatives which will be considered
in the EIS are:

(a) No action.
(b) Guidelines which have been

proposed jointly by EPA, USF&WS, and
COE to reduce environmental impacts.

(c) Clearing and snagging from both
sides of the stream.

(d) Clearing and snagging from one
side of the stream.

(e) Snagging with floating equipment.
(f) Reinstating the meanders with the

canal carrying high flows.
A scoping meeting to involve affected

Federal, state, and local agencies, the
OFDBA, aid other interested persons
will be held on April 24,1979 at 7.30
p., at Jackson Junior High School in
Jackson, Tennessee. If additional
scoping meetings are determined to be
necessary, these meetings will be
announced by a public notice.
DATE: Estimated release date of the
DEIS for public review is January 1,
1980.
ADno.SS If additional information is
needed, please contact Mr. Terry Rodery
of Mr. Tom Welborn. Regulatory
Functions Branch, U.S. Army Corps of
Engineers. 668 Clifford Davis Federal
Building. 167 North Main Street,
Memphis, Tennessee 38103, telephone
901 521-3471 FrS 222-3471).

Dated: April 5,1979.
By the authority of the Secretary of the

Army.
AKI- Lmm Jr,
AtoJOi C fofnu dt D&Irdagimr.
[FR Doe.79.-I14efed 4-1Z-7RMS am]
BLING CODE 3710-XS-M

Office of the Secretary

Privacy Act of 1974; Notice of System
of Records: Deletion and Amendment
AGENCY: Office of the Secretary of
Defense (OSD). *
ACTION: Notification of deletion and
amendment to an OSD system of
records.

SUMMARY: The Office of the Secretary of
Defense proposes to delete and amend
one system of records subject to the
Privacy Act of 1974. The deleted system
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and reason for its deletion is specifically
set forth below under the "Deletion"
heading. It is republished with changes
and new identification under the
"Amendment" heading. This deletion
function is necessitated to clear the
automated data processing.-
DATE: This system shall be deleted-and
amended as proposed without further
notice on May 13, 1979, unless
comments are received on or before
May 13, 1979, which would result in a
contrary determination and require
republication for further comments.
ADDRESS: Privacy Act Officer, Office bf
the Secretary of Defense, Room 5C-315,
The Pentagon, Washington, DC 20301.
FOR FURTHER INFORMATION CONTACT:
Mr. James S. Nash, telephone 202-695-
0970.
SUPPLEMENTAL INFORMATION: The Office
of the Secretary of Defense (OSD)
system of records notices as prescribed
by the Privacy Act have been published
in the Federal Register as follows:
FR Doe. 77-28255 (42 FR 50731) September 28,

1977.
FR Doc. 78-25819 (43 FR =375)'September 20,

1978.
FR Doc. 78-34821 (43 FR 58405) December 14,

1978.
FR Doc. 78-35943 (43 FR 60331) December 27,

1978. A , "

FR Doc. 79-8786 (44 FR 17780) March 23, 1979.
The proposed changes are not within

the purview of the provisions of 5 U.S.C.
552a(o) of the Privacy Act of 1974 which
requires the submission of a new or,
altered system report. This amendment
is made under the provisions of 5 U.S.C.
552a(e)(11) of the Act.

April 6,1979.
IL E. Lofdahl.
Director, Correspondence and Drectives, Wash ngton Head-
quarters Services, Department of Defenie.

DELETION:

Notice is given that the following
Office of the Secretary of Defense
system of records was published in the
September 28,1977 issue of theFederal
Register.

DCOMP MS10

SYSTEM NAME: .

Combat Area Casualties (42 FR
50740).

REASON:

This system has been reidentified as
DWHS I0&R 01, appearing with minor
revisions in the amendmenf section of
this document.

AMENDMENT:.

Following the new identification code
of the OSD record system and the
specific changes made therein, the
complete revised record system, as.
amended, is published in its entirety.

DWHS 10&R 01

SYSTEM NAME:-

Combat Area Casualties (42 FR 50740)
September 28,1977.

CHANGES:

SYSTEM LOCATION:

Delete the entry in its entirety, and
insert: "Directorate for Information
Operations and Reports, Washington
Headquarters Services; Pentagon,
Washington, DC 20301."

AUTHORITY FOR MAINTENANCE OF THE
SYSTEM:

Add a comma after "Executive Order
11216," and insert: "3 CFR 301 (1964-
1965 Compilation), 'Designation of
Vietnam and Waters Adjacent Thereto
As a Combat Zone for the Purposes of
Section 112 of the Internal Revenue
Code of 1954,' approved April 24,1965;
and Pub. L. 95-479, 92 Stat. 1565,
'Veterans Disability Compensation and
Survivors' Benefits Act of 1978,'
approved October 18, 1978."

The routine uses are revised to read
as follows:

ROUTINE USES OF RECORDS MAINTAINED IN
THE SYSTEM, INCLUDING CATEGORIES OF.

* USERS AND THE PURPOSE OF SUCH USES:

Internal useis, uses, and purposes:

The purpose of this system of records
is to compile a list of all military
personnel who were killed, missing,
captured, or interned in Southeast Asia.
This list is used by the Office of the
Assistant Secretary of Defense
(International Security
Affairs)(OASD[ISA)), the Defense
Intelligence Agency (DIA), and other
OSD activities. -

External users, uses, and purposes:

To the Veterans Administration-
listing the name, Social Security Number
(SSN), and rank of all former prisoners-
of-war of the Vietnam conflict for the
purpose of conducting comprehensive
studies of the disability compensation
awarded to and the health care needs of
veterans.

To any public or private person for
statistical purposei. The name, grade,
date of birth only, are released on those
who are currently missing, captured, or
interned.

RETENTION AND DISPOSAL:
Delete "At this time there is no plan to

retire the files", and insert: after the
word "permanent," Add: "ADP files will
be made available to National Archives
when no longer required by Office of the
Secretary of Defense (OSD)."

NOTIFICATION PROCEDURE:

Delete "Director for Information
Operations and Control, Room 4B-938,
The Pefitagon, Washington, DC." and
insert: "Director of Information
Operations and Reports, Washington
Headquarters Services, Room 4B-938,
Pentagon, Washington, DC 20301,
Telephone: 202-697-6107."

RECORD ACCESS PROCEDURES:

Delete the entire entry, and insert:
"Requests should be addressed to the
System Manager."

CONTESTING RECORD PROCEDURES:

Delete "may be obtained from the
SYSMANAGER", and insert: "are
contained in 32 CFR 286b and OSD
.Administrative Instruction No, 81."

DWHS 1O&R 01

SYSTEM NAME:

Combat Area Casualties.

SYSTEM LOCATION:

Directorate for Information
Operations and Reports, Washington
Headquarters Services, Pentagon,
Washington, DC 20301.

CATEGORIES'OF INDIVIDUALS COVERED BY THE
SYSTEM: I

Names of all Military Personnel who
were killed, missing, captured, or
interned in Southeast Asia.

CATEGORIES'OF RECORDS IN THE SYSTEM:

Files contain a completed report of
Casualty (DD Form 1300).

AUTHORITY FOR MAINTENANCE OF THE
SYSTEM:

Executive Order 11216, 3 CFR 301
(1964-1965 Compilation), "Designation
of Vietnam and Waters Adjacent
thereto as a Combat Zone for the
purposes of Section 112 of the Internal
Revenue Code of 1954," approved April
24, 1965; and Pub. L. 95-479, 92 Stat,
1565, "Veterans Disability
Compensation and Survivors' Benefits
Act of 1978," approved October 18, 1978.

ROUTINE USES OF RECORDS MAINTAINED IN
THE SYSTEM INCLUDING CATEGORIES OF USERS
AND THE PURPOSES OF SUCH USES:

Internal users, uses, and purposes:
The purpose of this system of records

is to compile a list of all military
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personnel who were killed, missing,
captured, or interned in Southeast Asia.
This list is used by the Office of the
Assistant Secretary of Defense
(Interntional Security Affairs)
(OASD(ISA)), the Defense Intelligence
Agency (DIA), and other OSD activities.

Extemal users, uses, aod purposes:

To the Veterans Administration-
listing the name, Social Security Number
(SSN), and rank of all former prisoners-
of-war of the Vietnam conflict for the
purpose of conducting comprehensive
studies of the disability compensation
awarded to and the health care.needs of
veterans. To any public or private
person for statistical purposes. The
name, grade, date of birth only are
released on those who are currently
missing, captured, or interned.

POLICIES AND PRACTICES FOR STORING
RETREIVING, ACCESSING, RETAINING, AND

.DISPOSING OF RECORDS IN THE SYSTEM:

STORAGE:

DD 1300s are filed in file reference
order by service, country of occurrence.

RETRIEVABILITY.

Data may be retrieved by name or file
reference number.

SAFEGUARDS:.

All information is maintained in
locked safes.

RETENTION AND DISPOSAL:

Records are permanent. ADP files will
be made available to National Archives
when no longer required by Office of the
Secretary of Defense (OSD].

SYSTEM MANAGER(S) AND ADDRESS:

The OASD(C), The Pentagon,
Washington DC.

NOTIFICATION PROCEDURE:

Information may be obtained from:
Director of Information Operations and
Reports, Washington Headquarters
Services, Room 4B-938, Pentagon,
Washington, DC 20301, Telephone: 202-
697-6107.

RECORD ACCESS PROCEDURESW

Requests should be addressed to the
System Manager.

CONTESTING RECORD PROCEDURES:

The rules for access to records and for
contesting contents and appealing initial
determinations by the individual
concerned are contained in 32 CFR 286b
and OSD Administrative Instruction No.
81.

RECORD SOURCE CATEGORIES:

The source of this information is the
service mans casualty section.

SYSTEMS EXEMPTED FROM CERTAIN
PROVISIONS OF THE ACT. NONE.

[MR Dcc. 79-11355 F~ed 4-I2--, &243 =1
BILLING CODE 3610-70-M

Defense Intelligence Agency Advisory
Committee; Closed Meeting

Pursuant to the provisions of
Subsection (d) of Section 10 of Pub. L
92-463, as amended by Section 5 of Pub.
L. 94-409, notice is hereby given that a
closed meeting of a Panel of the DIA
Advisory Committee will be held as
follows:

Tuesday, Wednesday & Thursday,
June 26-27-28,1979, Foreign Technology
Division, Wright-Patterson Air Force
Base, Ohio.

The entire meeting, commencing at
0900 hours, each day, is devoted to the
discussion of classified information as
defined in Section 552b(c](1), Title 5 of
the U.S. Code and therefore will be
closed to the public. Subject matter will
be used in a study on the growth and the
potential implications of Soviet
technology.
IL.I W.dabl.
Dlxcc r. c.pderco ajrd Ar.. 11
quff&ISenicC=s V rfm- cfDvf-x.

April 9,1979.
[FR Dom. 79-U490 Filed 4-2-7 P45 WIS =

BILUNG CODE 3410-70-M

DEPARTMENT OF ENERGY

National Petroleum Council, Task
Group of the Committee on
Unconventioval Gas Sources; Meeting

Notice is hereby given that a task
group of the Committee on
Unconventional Gas Sources will meet
in May 1979. The National Petroleum
Council was established to provide
advice, information, and
recommendations to the Secretary of
Energy on matters relating to oil and
natural gas or the oil and natural gas
industries. The Committee on
Unconventional Gas Sources will
analyze the potential constraints in
these areas which may inhibit future
production and will report its findings to
the National Petroleum Council. Its
analysis and findings will be based on
information and data to be gathered by
the various task groups. The task group
scheduling a meeting is the Coal Seams
Task Group. The time, location and
agenda of the task group's meeting
follows:

The fourth meeting of the Coal Seams
Task Group will be on Wednesday, May
9,1979, starting at 10:00 a.m. in the NPC
Conference Room, 1725 K Street, NAV..,
Washington, D.C.

The tentative agenda for the meeting
follows:

1. Introductory remarks by Chairman
and Government Cochairman.

2. Discussion of the study
methodology to be employed by the
Coal Seams Task Group.

3. Discussion of the timetable of the
Coal Seams Task Group.

4. Discussion of any other matters
pertinent to the overall assignment of
the Coal Seams Task Group.

The meeting is open to the public. The
chairman of the task group is
empowered to conduct the meeting in a
fashion that will, in his judgement,
facilitate the orderly conduct of
business. Any member of the public who
wishes to file a written statement with
the task group vail be permitted to do
so, 'either before or after the meeting.
Members of the public who wish to
make oral statements should inform
Lucia A. D'Andrea, Office of Resource
Applications, 2021633-g48, prior to the
meeting and reasonable provision will
be made for their apearance on the
agenda.

Summary minutes of the meeting will
be available for public review at the
Freedom of Information Public Reading
Room, Room GA 152, DOE. Forrestal
Building. 1000 Independence Avenue,
SW. Washington. D.C.. between the
hours of 8:00 a.m. and 4:30 p.m. Monday
through Friday, except Federal holidays.

Issued at Washington, D.C. on Aprl 10.
1979.
Ceor S. Mc lsua

April 10. 19n.
[FR .7 ;-1= JFed4-1Z--R&45a=J
BILLING CODE 45 -1-M

Rocky Fiats Plant Site; Trespassing on
DOE Property

The Notice concerning unauthorized
entry into and upon the Rocky Flats
Plant Site dated October 12, 1965,
appearing at page 13289 of the Federal
Register of October 19, 1965, (30 FR
13289, FR Doc. 65--11113). amended at
page 5382 of the Federal Register of
March 30,1967,32 FR 5382 (FR Doc. 67-
3465), further amended at page 38187 of
the Federal Register of August 27,1975,
40 FR 38187, (FR Do. 75-22677), is
hereby further amended to read as
follows:

Notice is hereby given that the
Department of Energy. pursuant to
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Section 229 of the Atomic Energy Act of
1954, as amended, Section 104 of the
Energy Reorganization Act of 1974, as
implemented by 10 CFRPart 860
published in the Federal Register on.July
9, 1975 (40 FR 28789, 28790), and Section
301 of the Department of Energy
Organization Act, prohibiting the
unauthorized entry and the
unauthorized introduction of weapons or
dangerous materials, as provided in 10
CFR 860.3 and 860.4, into or upon the
Rocky Flats Plant Site of the Department
of Energy, said site being the tracts of
land located in Jefferson and Boulder
Counties, Colorado, the aforesaid tracts
being more particularly described
below:
. 1. A tract of land primarily in

Jefferson County, Colorado, with a small
tract of -Boulder County, Colorado, being
contained in part or all of Sections 1
through 4 and 9 through 15, Township 2
South, Range 70 West, Jefferson County,
and Section 35 Township 1 South, Range
70 West, Boulder County, being
described more particularly as follows:

Beginning at a point on-the NWY4
Section 15, coordinates N 31806.92/E
14979.26, proceed S 00°12 ' 53" E for
2656.90 feet; Thence S 890 56' 47" E for
2659.72 feet; Thence N 890 27' 20" E for
2706.57 feet; Thence N 896'57' 26" E for
5258.00 feet; Thence S 890 45' 01" E for
2657.68 feet; Thence S 890 29' 40" E for
2647.70 feet;,Thence N 000 19' 16" W for
2666.68 feet; Thence N 000 17' 51"'W for
2499.30 feet; Thence N 890 26' 47"'E for
50.00 feet; Thence N 000 17' 51" W for
125.00 feet; Thence N 000 20' 43" W-for
2687.19 feet; Thence N 000 03' 12" E for
2627.80 feet; Thence S 89.41' 19" W for
66.50 feet; Thence N 000 21' 24" W for
2629.19 feet; Thence N 000 20' 46" W for
1210.57 feet; Thence along the Southerly
right-of-way of Colorado State Highway
128 for a distance of 14,709.42 feet to a
'point on the northline of Section 3, a
distance of 755.73 feet from the North
cornerof Section 3. Thence S 890'34 50"
W for 1852.97 feet; Thence S 890 58' 03"
W for 2675.28 feet; Thence N 890 56' 23"
W for 1335.90 feet; Thence S 000 31' 12"
E for 2601.34 feet; Thencd S 00° 41' 29" E
for 2624.66 feet; Thence S00° 02' 15" E
for 5348.28 feet; Thence N 880 26' 46" E
for 1306.99 feet; Thence N 880 27'16" E
for 2640.02 feet; Thence S 000 12' 41" E
for 2713 feet to point of beginning. The
following parcel of land is excepted
from the plant site: -

Beginning at a point N 890 39' 17" E
42.'0 feet East of the Northeast corner of
the SE of Section.12, thence S 00d 33'
54" W for 585.15 feet; thence N 890 26'
06" W for 50.00 feet to the true point of
beginning of the excepted parcel; thence
S 890 39' 17" W for 70.00 feet, thence S

00 ° 20' 43" E for 140.00 feet, thence N 390
11' 12" E for 112.00 feet, thence N 00° 06'
15" W for 55.00 feet to point of
beginning.

A perpetual and assignable easement
and right-of-way for the location,
construction, operation, maintenance,
and patrol of an access road in, on, over,
and across the land described below,
including, but not limited to the right to
enclose the land with a fence and the
right to construct and maintain on said
land a guard house or station house:

A tract of lhnd in Section 9, Township
2 South, Range 70 West, of the 6th P.M.,
Jefferson County, Colorado, which
adjoins the Plant and which is described
as follows:

Beginning at the SW corner of Section
Q, proceed N 00° 03' 26" W for 200.00
feet; thence N 08 ° 26' 46" E for 1306.99
feet; thence S 000 02' 15" E for 200.00
feet; thence S 88° 26' 46"'W for 1306.99
feet to point of beginning.

3. Three perpetual and'assignable
easements and right-of-way (referred to
hereinafter as Tract 14-E, Tract 12-E,
and Tract 6-E) in, on, over, and across
the lands described below, for the
location, constiuction, operation, and
maintenance of a water pipeline and a
railroad spur track, subject to easements
and rights-of-way reserved:

a. Tract 14-E is a tract of land which
adjoins both the Plant and Tract 12-E
and is described more particularly as
follows:

A tract of land 100 feet in width,
situated in Section 16, Township 2 South
Range 70 West of the 6th Principal
Meridian, Jefferson County, Colorado,
being-more particularl described as
follow: Beginning at a point on the South
line of said Section 16, said point being
North 890 30' East, 1236.70 feet from the
Southwest comer of said Section 16;
thence, from said point of beginning,
North 030 42' East, 455.40 feet; thence
along a 00 ° 59 28"' curve to the right,
353.14 feet; thence North 070 12' East,
2514.30 feet; thence along a 06' 19' 54"
curve to the left, 194.26 feet; thence
North 050 06' West, 771.30 feet; thence

- along a 07 ° 28' 40V curve-to the right,
1138.71 feet; thence North 800 03' East,
18i3.20 feet; to a point on the North line
of said Section 16, said point being
South 880 13' 30" West 1256.10 feet from
the Northeast corner of said Section 16;
thence North 880 13' 30" East, along the
North line of said Section 16, 703.30 feet;
thence South 80 03' West, 2509.30 feet-,,
thence along an 80 36' 04" curve to the
l left, 989.99 feet; thence South.05° 06'
East, 771.30 feet; thence along a 05° 42'
04" curve to the right, 215.75 feet; thence
South070 12'.West, 2514.30 feet; thence
along a 01? 0o' 32" curve to the left,

346.92 feet; thence South 030 42' West,
448.00 feet, to the South line of said
Section 16; thence South 89° 30' West,
along the South line of said Section 10,
100.30 feet to the point of beginning.

b. Tract 12-E is a tract of land which
adjoins both Tract 14-E and Tract 6-4
and Wvhich is described more
particularly as follows:

A strip of land 100 feet in width
situated in the N V NW /4 and the SW

NW 4 of Section 21, T 2 S, R 70 W
Sixth Principal Meridian, Jefferson
County, Colorado, said strip being more
particularly described as follows:

Beginning at a point on the South line
of the SW 4 NW , T 2 S, R 70 W,
Sixth Principal Meridian, Jefferson
County, Colorado, which bears North
890 22' 10" East, 1050.1 feet from the
West Y corner of said Section 21;
thence North 030 42' East; 2061.40 feet to
a point on the North line of said Section
21, which point bears North 890 30' East,
.1236.7 feet from the NW corner of said
Section 21; thence North 890 30' East
along said North line of Section 21 a
distance of 100.30 feet; thence South 03'
42' West, 2661.20 feet to a point on the
South line of the SW 4 NW of said
Section 21; thence South 890 22' 10"
West, 100.30 feet of the point of
beginning,

c. Tract 6-E is a tract of land, which
adjourns both Tract 12-E and the
Denver & Rio Grande Western Railroad
main line and is described more
particularly as follows:

*A tract of land situated in the North
Half of the Southeast Quarter of Section
20 and the Northwest Quarter of the
Southwest Quarter of Section 21,
Township 2 South, Range 70 West of the
Sixth Principal Meridian, Jefferson
County, Colorado, more particularly
described as follows: Beginning at a
point on the West line of said Section 21
which bears South 00° 25' East, 823,10
feet from the West quarter-corner of
said Section; thence South 820 53' East,
28.70 feet; thence Northeasterly along a
curve to the left, tangent to the last
recited course and having a radius of
905.37 feet, for a distance of 1474.40 feet
to a point on the North line of the
Northwest Quarter of the Southwest
Quarter of said Section 21 which bears
North 890 22' 10" East, 1050.10 feet from
the West quarter-corner of said Section
21; thence North 890 22' 10" East, along
the North line of the Northwest Quarter
of-the Southwest Quarter of said Section
21,100.30 feet; thence South 030 42'
West, 5.80 feet; thence Southwesterly
along a curve to the right, tangent to the
last recited course and a radius'of
1005.37 feet, for a distance of 1490,00
feet to a point on the North right-of-way

14R
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line of the main line track of the Denver
& Rio Grande Western Railroad
Company- thence Northwesterly, along
the said North right-of-way line, 1687.00
feet; thence North 890 59' East, 393.00
feet; thence Easterly along a curve to the
right, tangent to the last recited course
and having a radius of 1482.69 feet and a
central angle of 070 08', for a distance of
184.50 feet; thence South 820 53' East,
935.30 feet to the point of beginning.

The attached map of the Rocky Flats
Plant Site depicts in general the tracts
referred to in this Notice.

Notices stating the pertinent
prohibitions of 10 CFR 860.3 and 860.4
and penalties of 10 CFR 860.5 will be
posted at all entrances of said tracts and.
at intervals along its perimeters as
provided in 10 CFR 860.6.

Dated at Washington, DC this 10th day of
Ajiril, 1979.
Duane C. SeweIL
Assisant Ser-iLry for Def-sePrm

BILLING CODE 6450-01-M
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DEPARTMENT OF ENERGY

Economic Regulatory Administration

Energy Supply and Environmental
Coordination Act; Intention To
Rescind a Prohibition Order

The Department of Energy (DOE)1

hereby gives notice that, acting under
the authority granted to it in Section 2(f)
of the Energy Supply and Environmental

Coordination Act of 1974 (ESECA), as
amended (15 U.S.C. 792(fl) and
implemented by 10 C.F.R. 303.130(b), it
intends to rescind the Prohibition
Orders issued on April 12 1978, to the
powerplants named below. This action
is taken in accordance with the
provisions of 10 C.F.R. Part 303, Subpart
I ("Modification or Rescission of
Prohibition Orders and Construction
Orders") of the ESECA regulations.

Docket No.
Owner Genemtirg POWepbA Locakb

OFU 161 United Power Assodarton- Elk Rier I Elk Rue,% r, .
OFU 162 - do .... . do 2 Do.
OFU 163 ..... do ... do 3 Do.

The Prohibition Orders, if made
effective by the issuance of a Notice of
Effectiveness (NOE), would have
prohibited these powerplants from
burning natural gas or petroleum
products as their primary energy source.

By letter dated February 22,1979,
Philip Martin, General Manager, United
Power Association. reported to DOE
that the Elk River Generating Station
Units 1, 2, & 3 had converted to the use
of coal as their primary energy source
by June 1, 1978.

In view of United Power Association's
voluntary accomplishments, DOE
believes that further action toward
making the outstanding ESECA
Prohibition Orders effective would not
be in the public interest and accordingly
rescission of the orders is now
appropriate.

Comment on DOE's intention to
rescind the Prohibition Orders is invited.
Interested persons may submit written
data, views or arguments with respect to
the proposed action to the Office of
Public Hearing Management, Room 2313,
2000 M Street, NW., Washington, D.C.
20461 (Attn: D. Kidwell). All comments
and other documents should be
identified both on the outside of the
envelope and on the document itself
with the designation, "Proposed •
Rescission of Elk River Units 1, 2, & 3,"
Prohibition Orders (OFU-161 & 162 &
163). All written comments must be
received no later than Apil 23, 1979, in

'Effective October 1, 19,77 the responsibility for
implementing ESECA was transferred by Executive
Order No. 12009 from the Federal Energy
Administration to the Department of Energy
pursuant to the Department of Energy Organization
Act [42 U.S.C. 7101 at seq.).

order to receive consideration. In
making its decision regarding the
proposed rescission action, DOE will
consider all relevant information
submitted to it or otherwise available to
it.

Any information considered to be
confidential by the person furnishing it
must be so identified at the time of
submission in accordance with 10 C.F.R.
303.9(0. DOE reserves the right to
determine the confidential status of the
information and to treat it in accordance
with that determination.

Questions regarding this proposed
action should be directed to DOE as

,follows: R. James Caverly, Division of
Existing Facilities Conversion. Economic
Regulatory Administration Department
of Energy, Room 2104. 2000 M Street,
NW., Washington, D.C. 20461

(telephone: (202) 632-5140). Written
questions should be identified on the
envelope and in the correspondence
with the designation set out above.

(Energy Supply and Environmental
Coordination Act of 1974 (15 U.S.C 791 et
seq.] as amended by Pub. L. 95-70 and Pub. L
93-62.0; Federal Energy Administration Act of
1974 (15 U.S.C. 761 etseq.] as amended by
Pub. L 95-70 and Pub. L 95-91: Department
of Energy Organization Act (42 U.S.C. 7101 et
seq.]: E.O. 11790 39 FR 23185]; EO. 2009 (42
FR 46267).

Issued in Washington. D.C.. April 9.1979.
IB~fonit. 10cm

AstrtAdLfa frnrs AeS' Zc e-
JoI.7 A dvn LtfroL a

tnM Doc. 79-11WC5 ed 4-12-79.'&4 gni
BiUJRG COOE 6450-01-U

Energy Supply and Environmental
Coordination Act; Intention To
Rescind a Prohibition Order

The Department of Energy (DOE)'
hereby gives notice that, acting under
the authority granted to it in Section 2(f)
of the Energy Supply and Environmental
Coordination Act of 1974 (ESECA], as
amended (15 U.S.C. 792() and
implemented by 10 CFR 303.130(b), it,
intends to rescind the Prohibition
Orders issued on October 30, 1978, to
the powerplants named below. This
action is taken in accordance with the
provisions of 10 CFR Part 303, Subpart J
("Modification or Rescission of
Prohibition Orders and Construction
Orders") of the ESECA regulations.

Docket No. O*e/Cpew G nerf--ia sa5c I Powerp an Lccatfcn

00.U-164 Southern Coado Fcwfr . W. N. Clak -Pa....-- . Co.
DCU,-165 ..... o .. .. ... 2 o.

The Prohibition Orders, if made
effective by the issuance of a Notice of
Effectiveness (NOE), would have
prohibited these powerplants from
burning natural gas or petroleum
products as their primary energy source.

By letter date March 15. 1979, George
D. Perry, Jr., Superintendent of
Operations, Southern Colorado Power,
reported to DOE that W.N. Clark Unit 1
has been burning coal as a primary
energy gource since September 9.1978,
and that W.N. Clark Unit 2 has been
burning coal as a primary energy source

since August 21,1978, pursuant to the
terms of the outstanding Prohibition
Orders.

In view of Southern Colorado Power's
voluntary accomplishments, DOE
believes that further action toward
making the outstanding ESECA
Prohibition Orders effective would not
be in the public interest and accordingly

'EffectfIe O.tober 1. 1977. the responsibility for
implementing ESECA %as transferred by Executive
order No. 1209 from the Federal Energy
Administration to theDepartment ofEnergy
pursuant to the Department of Energy Organization
Act (4, US.C. 7101 etseq.].
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'rescission of the orders is now
appropriate.

Comment on DOE's intention to
rescind the Prohibition'Orders is invited.
Interested persons may submit written
data, views or arguments with-respect to
the proposed'action to the Office of
Public Hearing Management, Room 2313,
2000 M Street, NW., Washington, D.C.
24061 (Attn: D. Kidwell). All comments
and other documents should be •
identified both on the outside, of the
envelope mnd on the document itself
with the designation, "Proposed
Rescission of W.N. Clark Units I and 2,
Prohibition Orders (Dcu-164 & 165)."
All written comments must be received
no later than April 23, 1979, in order to
receive consideration. In making its
decision regarding the prop6sed
rescission action, DOE will consider all
relevant information submitted to it or
otherwise available to it.

Any information considered to be
confidential by the person furnishing it
must be so identified at'the time of
submission in accordance with 10 CFR
303.9(f0. DOE reserves the right to
determine the confidential status of the
information and to treat it in accordance
with that determination.

Questions regarding this proposed
action should be directed to DOE as
follows: R. James Caverly, Division of
Existing Facilities Conversion, Economic
Regulatory Administration, Department
of Energy, Room 2104, 2000 M Street,
NW., Washington, D.C. 20461,
(telephone:. (202) 632-5140). Written
questions should be identified on the
envelope and in the correspondence
with the designation set out above.
(Energy Supply and Environmental
Coordination Act of 1974 (15'U.S.C.'791 et
seq.) as amended by Pub. L 95-70 and Pub. L
95-620; Federal Energy Administration Act of
1974 (15 U.S.C. 761 etseq.) as amended by
Pub. L. 95-70 andPubL 25-91; Department -
of Energy Organization Act (42 U.S.C. 7101 et
seq.); E.O. 11790 (39 FR 2 185); E.O. 12009 (42
FR 46267).)

Issued in Washington, D.C., April 9, 199.'
Barton R. House,
Assistant Administrator, fuels Regulado,. EAbnomic Rfts.:
latoryAdministration.
[FR Doc. 79-114oe Filed 4-12-79 s45 am]
BILLING CODE 6450-01-M -

Energy Supply and Environmental.
Coordination Act; Intention To
Rescind a Prohibition Order

The Department of Energy,(DOE)
hereby gives notice that, acting under

I Effective October 1. 1977, the responsibility for
Implementing ESECA was transferred by Executive

-Order No. 12009 from the Federal Endrgy
Administration to the Department of Energy
pursuant to the Department of Energy Organization
Act (42 U.S.C. 7101 et seq.).

the authority granted to it in Section 2(f)
of the Energy-Supply and Environmental
Coordination Act of 1974 (ESECA), as
amended (15 U.S.C. 792(f)) and
implementedlby 10'CFR 303.130(b), it
intends to rescind the Prohibition
Orders issued on June 30, 1975, to the

The Prohibition Orders, if made
effective by the issuance of a Notice of
Effectiveness (NOE), would have -
prohibited these powerplants from
burning natural gas or petroleum
products as their primary- energy source.

By letter of March 8,1979, H. A. Evertz
III, Esq., Senior Counsel for Florida
Power.Corporation, reported to DOE
that both Crystal River 1 and 2 have
been converted from the burning of
residual fuel oil to the burning of coal as
their primary energy source pursuant to
the terms of the outstanding Prohibition
Orders. Crystal River 2 began burning
coal in December 1976 and Crystal River
l's conversion has recently been
effected, with the unit scheduled to
commence buining coal on May 14, 1979.

In view of Florida Power
Corporation's voluntary
accomplishments, DOE believes that
further action toward making the
.outstanding ESECA Prohibition Orders
effective would not be in the public
interest and accordingly rescission of
the orders is now appropriate.

Comment on DOE's intention to
rescind the Prohibition Orders is invited.
Interested persons may-submit written
data, views or argunents. with respect to
the proposed action to the Office of
Public lHearing Manageimnti Room 2313,
2000 M Street, NW., Washington, D.C.
20461 (Attn: D. Kidwell). All comments
and-other documbnts should be
identified both on the outside of the,
envelope and on the document itself
with the designation, "Proposed
Rescission of Crystal River Generating
Station Units 1 and 2, Prohibition Orders
(OFU-064 & 065)." All written comments
must be received no later than April 23,
1979 in order to receive consideration. In
making its decision regarding the
proposed rescission action, DOE will
consider all relevant information
submitted to it or otherwise available to
it.

Any information considered to be
'confidential by the person furnishing it
must be so-identified at the time of
submission in accordance with-10 CFR
303.9(o.'DOE reserves the right to

powerplants named below. This action
is taken in accordance with the
provisions of 10 CFR Part 303, Subpart J
('Modification or Rescission of
Prohibition Orders and Construction
Orders") of the ESECA regulations.

determine the confidential status of the
information and to treat it in accordance
with that determination.

Questions regarding this proposed
action should be directed to DOE as
follows: R. James Caverly, Division of
Existing Facilities Conversion, Economic
Regulatory Administration, Department
of Energy, Room 2104, 2000 M Street,
NW., Washington, D.C. 20461
(telephorie: (202) 632-5140). Written
questions should be identified on the
envelope and in the correspondence
with the designation set out above.
(Energy Supply and Environmental
Coordination Act of 1974 (15 U.S.C. 791 at
seq.) as amended by Pub. L 95-70 and Pub. L.
95-620; Federal Energy Administration Act of
1974 (15 U.S.C. 761 at seq.) as amended by
Pub. L 95-70 and Pub. L. 95-91; Department
of Energy Organization Act (42 U.S.C. 7101 at
seq.); E.O. 11790 (39 FR 23185): E.O. 12009 (42
FR 46267).)

Issued in Washington, D.C., April 9, 1909.
Barten R. House,
Assistant Administrator, Fuels ReSulotlon, Economia ' tu.
latoryAdministration.
[FR Dec. 11487 Filed 4-12-7. 0 am)
BILLING CODE 6450-01-N

Energy Supply and Environmental
Coordination Act; Intention To
Rescind a Prohibition Order

The Department of Energy (DOE)'
hereby gives notice that, acting under
the authority granted to it in Section 2(f)
of the Energy Supply and Environmental
Coordination Act of 1974 (ESECA), as
amended (15 U.S.C, 792()) and
implemented by 10 CFR 303.130(b), it
intends to rescind the Prohibition

Effective October 1. 1977. the responsibility for
,ifiplementing ESECA was transferred by Executive
Order No. 12009 from the Federal Energy
Administration to the Department of Energy
pursuant to the Department of Energy Organization
Act (42 U.S.C. 7101 et seq.).

Docket No. Owner Generating station Powdrpbnt Locaton

OFU 064 *Flodda Power Corp. Crystal River ..... I Red Lovea. Ft

0- - - - -
22150
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Orders issued on June 30,1975, to the
powerplants named below. This action
is taken in accordance with the
provisions of 10 CFR Part 303,. Subpart J

("Modification or Recission of
Prohibition Orders and Construction
Orders") of the ESECA regulations.

Docket No. Owner Genera:ng saU;on Powetp!=t Loca;n

OFU 052 - Atantc "y Elecbtn co.- B. L Erngand- I An,.c C,. .LL
OFU 053 -.do_ ... ....... do_2_D_.

The Prohibition Orders, if made
effective by the issuance of a Notice of
Effectiveness (NOE), would have
prohibited these powerplants from
burning natural gas or petioleum
products as their primary energy source.

By letter of March 7, 1979, Jerrold L.
Jacobs, Vice President-Production,
Atlantic CityElectric Company,
reported to DOE that both B. L. England
Units 1 and 2 were burning coal as their
primary energy source pursuant to the
terms of the outstanding Prohibition
Orders.

In view of Atlantic City Electric
Company's voluntry-accomplishments,
DOE believes that further action toward
making the outstanding ESECA
Prohibition Orders effective would not
be in the public interest and accordingly
rescission of the orders is now
appropriate.

Comment on DOE's intention to
rescind the Prohibition Orders is invited.
Interested persons may submit written
data, views or arguments with respect to
the proposed acion to the Office of
Public Hearing Management, Room 2313,
2000 M Street, NW., Washington, D.C.
20461 (Attn D. Kidwell). All comments
and other documents should identified
both on the outside of the envelope and
on the document itself with the
designation, "Proposed Rescission of B.
L. England Generating Station, Units 1
and 2, Prohibition Orders (OFU-052 &
053)." All written comments must be
received no later than April 20, 1979 in
order to receive consideration. In
making its decision regarding the
proposed rescission action, DOE will
consider all revelant information
submitted to it otherwise available to it.

Any information considered to be
confidential by the person furnishing it
must be so identified at the time of
submission in accordance with 10 CFR
303.9(f). DOE reserves the right to
determine the confidential status of the
information and to treat it in accordance
with that determination.

Questions regarding this proposed
action should be directed to DOE as
follows: R. James Caverly, Division of
Existing Facilities Conversion, Economic
Regulatory Administration, Department

of Energy, Room 2104, 2000 M Street,
NW., Washington, D.C. 20461
(telephone: (202) 632-5140). Written
questions should be identified on the
envelope and in the correspondence
with the designation set out above.
(Energy Supply and Environmental
Coordination Act of 1974 (15 U.S.C. 791 el
seq.) as amended by Pub. L 95-70 and Pub. L
95-620; Federal Energy Administration Act of
1974 (15 U.S.C. 761 et seq.) as amended by
Pub. L 95-70 and Pub. L 95-91; Department
of Energy Organization Act (42 U.S.C. 7101 et
seq.); E.O. 11790 (39 FR 23185): E.O. 12009 (42
FR 46287).

Issued In Washington. D.C., April 9,1979.
Bztitm. Lto42aeASa ,n Ad Jsrae, r ~f~

[FR D. 79-1148 Fd 4-z-79 &45 am)

eI.LN CODE 9450-01-U

Energy, Supply and Environmental
Coordination Act;, Intention To
Rescind a Prohibition Order

The Department of Energy (DOE)1

hereby gives notice that, acting under
the authority granted to it in Section 2(f)
of the Energy Supply and Environmental
Coordination Act of 1974 (ESECA), as
amended (15 U.S.C. 792(f] and
implemented by 10 CFR 303.130(b), it
intends to rescind the Prohibition
Orders issued on June 30.1975, to the
powerplants named below. This action
is taken in accordance with the
provisions of 10 CFR Part 303, Subpart J
("Modification or Rescission of
Prohibition Orders and Construction
Orders") of the ESECA regulations.

Docket No. oer" Gcncmrag sl dcn PcWEr;!3nt Locic"

OFU-014_ _ _ nsn Cy Po" & Lrht Hv-re..... 3 Kasas a-/, Mo.

CR--Ols -do....o...._ _ _ 4 Do.
OFU,-016 ...... do ....4 5 DCo.

The Prohibition Orders, if made
effective by the issuance of a Notice of
Effectiveness (NOE), would have
prohibited these powerplants from
burning natural gas or petroleum
products as their primary energy source.

By letter dated March 21,1979, Wayne
R. Johnson, Assistant to the President,
Kansas City Power and Light Company.
reported to DOE that Hawthorne Units
3,4, and 5, are presently burning coal as
a primary energy source pursuant t6 the
terms of the outstanding Prohibition
Orders.

In view of Kansas City Power & Light
Company's voluntary accomplishments,
DOE believes that further action toward
making the outstanding ESECA
Prohibition Orders effective would not
be in the public interest and accordingly
rescission of the orders is now
appropriate.

Comment on DOE's intention to
rescind the Prohibition Orders is invited.
Interested persons may submit written
data, views or arguments with respect to
the proposed action to the Office of
Public Hearing Management, Room 2313,
2000 M. Street, NW., Washington, D.C.
20461 (Attn: D. Kidwell). All comments
and other documents should be
identified both on the outside of the
envelope and on the document itself

with the designation. "Proposed
Rescission of Hawthorne Generating
Station Units 3,4 and 5, Prohibition
Orders (OFU-014 & 015 & 016." All
written comments must be received no
later than April 23,1979 in order to
receive consideration. In making its
decision regarding the proposed
rescission action. DOE will consider all
relevant information submitted to it or
otherwise available to it.

Any information considered to be
confidential by the person furnishing it
must be so identified at the time of
submission in accordance with 10 CFR
303.9(f. DOE reserves the right to

'Effective October . 1977. the responsibility for
implementng ESECA w;as transferred by Executive
Ordcr No. 213WM9 from the Federal Energy
Adminfstratfon to the Department of Ener
pursuant to the Department of Energ- Orsanizaton
Act (42 U-.C. -701 etseq.).

Federal Restar / VoL 44. No. 73 i Friday. April 13. 19"/9 / Notices 22151
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determine the confidential status of the
information and to treat it in accordance
with that determination.

Questions regarding this proposed
action should be directed to DOE as
follows: R. James Caverly, Division of
Existing Facilities Conversion, Economic
Regulatory Administration, Department
of Energy, Room 2104, 2000 M Street,
NW., Washington, D.C. 20461
(telephone: (202) 632-5140). Written
questions should be identified on the.
envelope and in the correspondence
with the designation set out above.
(Energy Supply and Environmental
Coordination Act of 1974 (15 U.S.C. 7.91 et
seq.) as amended by Pub. L. 95-70 and Pub. L.
95-620; Federal Energy Administration Act of
1974 (15 U.S.C. 761 et seq.) as amended by
Pub. L 95--70 and Pub. L 95-91; Department of
Energy Organization Act (42 U.S.C. 7101 et
seq.); E.O. 11790 (39 FR 23185); E.O. 12009 (42
FR 46267).
• Issued in Washington, D.C., April 9, 1979.

Barton R. House.
Assistant Administrator Fuels Regulation Economic Regula!
tory Administration. "
IFIR Doc. 79-11469 Filed 4-12-79; 8:45 am]
BILLING CODE 6450-01-M

Energy Supply and Environmental,
Coordination Act; Intention To
Rescind a Prohibition Order ',

The Department of Energy (DOE)
hereby gives notice that, acting under
the authority granted to it in Section 2(f)
of the Energy Supply and Environmental
Coordination Act of 1974 (ESECA), as
amended (15 U.S.C. 792(o) and
implemented by 10 CFR 303.130[b), it
intends to rescind the Prohibition
Orders issued on June 30, 1975, to the
powerplants named below. This action
is taken in accordance with the
provisions of 10 CFR Part 303, Subpart J
("Modification or Rescission of
Prohibition Orders and Construction
Orders") of the ESECA regulations.

The Prohibition Orders, if made
effective by the issuance of a Notice of
Effectiveness (NOE), would have
prohibited these powerplants from-
burning natural gas or petroleum-
products as their primary energy source.

By letter dated March 6, 1979, E. F.
Mitchell, Senior Vice President, System

' Effective October 1, 1977, the responsibility for
implementing ESECA was transferred by Executive
Order No. 12009 from the Federal Energy ,
Administration to the Department of Energy
pursuant to the Department of Energy Organization
Act (42 U.S.C. 7101 et seq.).

Docket No. Owner Generating station Powerplant Locato6n

OFU-026 .... .. Potomac Electric Power Morgantown.; . 1 Newburg, Md.
Company.

OFU-027_ _,_. --. do--. - - .. -do .... ....... ... ....... ' 2 D0,

Engineering and Operations,'Potomac
Electric Power Company, reported to
DOE that Morgantown Units I and 2 are
using coal as their primary energy.
source;

In view of Potomac Electric Power
Company's voluntary accomplishments,
DOE believes that further action toward
making the outstanding ESECA
Prohibition Orders effective would not
be in the public interest and accordingly
rescission of the orders is now
appropriate.

Cofnment on DOE's intention to
rescind the Prohibition Orders is invited.
Interested persons may submit written
data, views or arguments with -respect to
the proposed action to the Office of
Public Hearing ManagementRoom 2313,
2000 M Street, NW., Washington, D.C.
20461 (Attn: D. Kidwell). All comments
and other documents should be -
identified both on the outside of the
envelope and on the document itself
with the designation, "Proposed
Rescission of Morgantown Units I and 2,
Prohibition Orders (OFU-026 & 027)."
All written comments must be received
no later than April 23,1979 in order to
receive consideration. In making its
decision regarding the proposed
rescission action, DOE will consider all
relevant information submitted to it or
otherwise available to it. -

Any information considered to be
confidential by the person furnishing it
must be so identified at the time of
submission in accordance with 10 CFR
303.9(fl. DOE reserves the right to
determine the confidential status of the
information and to teat it in accordance
with that determination.
. Questions regarding this proposed

action should be directed to DOE as

Docket No. Owner

follows: R. James Caverly, Division of
Existing Facilities Conversion, Economic
Regulatory Administration, Department
of Energy, Room 2104, 2000 M Street,
NW., Washington, D.C. 20461
(telephone: (202) 632-5140). Written
questions should be identified on the
envelope and in the correspondence
with the designation set out above.

(Energy Supply and Environmental
Coordination Act of 1974 (15 U.S.C. 791 at
seq.) as amended by Pub. L. 95-70 and Pu6. L.
95-620; Federal Energy Administration Act of
1974 (15 U.S.C. 761 et seq.) as amended by
Pub. L 95-70 and Pub. L. 95-91: Department
of Energy Organization Act (42 U.S.C. 7101 at
seq.); E.O. 11790 (39 FR 23185); E.O. 12009 (42
FR 46267).)

Issued in Washington, D.C., April 9,1979.
B arton R. House.
Assistant Administrator, Fuels Resulation., Economic Rcgu-
latoryAdministration.

[FR Doc. 79-11470 Filed 4-12-7M. 8:45 am]
BILLING CODE 6450-01-M

Energy Supply and Environmental
Coordination Act; Intention To
Rescind a Prohibition Order

Tle Department of Energy (DOE)'
hereby gives notice that, acting under
the authority granted to it in Section 2(f)
of the Energy Supply arid Environmental
Coordination Act of 1974 (ESECA), as
amended (15 U.S.C. 792(f)) and
implemented by 10 CFR 303.130(b), It
intends to rescind the Prohibition Order
issued on June 30, 1977, to the
powerplant named below, This action is
taken in accordance With the provisions
of 10 CFR Part 303, Subpart J
("Modification or Rescission of
Prohibition Orders and Construction
Orders") of the ESECA regulations.

Generating station Powerplant Location

OFU-154: .................... Corn Belt Power Cooperative... Wisdom .................... 1 Spencer, towa.

The Prohibition Order, if made
effective by the issuance of a Notice of
Effectiveness (NOE), Would have
prohibited this powerplant from burning
natural gas or petroleum products as its
primary energy source.

'Effective October 1, 1977, the responsibility for
implementing ESECA was trangferred by Executive
Order No. 12009 from the Federal Energy
Administration to the Department of Energy
pursuant to thi Department of Energy Organization
Act (42 U.S.C. 7101 et seq.).
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By letter dated March 2,1979, Dan C.
Adams, Superintendent of Plants, Corn
Belt Power Cooperative, reported to
DOE that the Wisdom Generating
Station Unit 1 has been burning coal as
its primary energy source since
September of 1976.

In view of Corn Belt Power
Cooperative's voluntary
accomplishments, DOE believes that
further action toward making the
outstanding ESECA Prohibition Order
effective would not be in the public
interest and accordingly rescission of
the order is now appropriate.

Comment on DOE's intention to
rescind the Prohibition Order is invited.
Interested persons may submit written
data, views or arguments with respect to
the proposed action to the Office of
Public Hearing Management, Room 2313,
2000 M Street, NW., Washington, D.C.
20461 (Attn: D. Kidwell). All comments
and other documents should be
identified both on the outside of the
envelope and on the document itself
with the designation, "Proposed
Rescission of Wisdom Generating
Station Unit 1, Prohibition Order (OFU-
154)]." All written comments must be
received no later than April 23, 1979, in
order to receive consideration. In
making its decision regarding the
proposed rescission action, DOE will
consider all relevant information
submitted to it or otherwise available to
it.

Any information considered to be
confidential by the person furnishing it
must'be so identified at the time of
submission in accordance with 10 CFR
303.9(fl. DOE reserves the right to
determine the confidential status of the
information and'to treat it in accordance
with that determination.

The Prohibition Order, if made
effective by the issuance of a Notice of
Effectiveness (NOE), would have
prohibited this powerplant from burning
natural gas or petroleum products-as its
primary energy source.

By letter dated February 26, 1979, Mr.
D. D. Simpson, Electric Utility Director,
City Power & Light Department,
Independence, Missouri reported to

'DOE that Blue Valley Unit 3 is in the

Questions regarding this proposed
action should be directed to DOE as
follows: R. James Caverly, Division of
Existing Facilities Conversion, Economic
Regulatory Administration. Department
of Energy, Room 2104, 2000 M Street,
NW., Washington, D.C. 20461
(telephone: (202) 632-5140). Written
questions should be identified on the
envelope and in the correspondence
with the designation set out above.
(Energy Supply and Environmental
Coordination Act of 1974 (15 U.S.C. 791 et
seq.) as amended by Pub. L 95-70 and Pub. L.
95-620; Federal Energy Administration Act of
1974 (15 U.S.C. 761 of seq.] as amended by
Pub. L 95-70 and Pub. L 95-91; Department
of Energy Organization Act (42 U.S.C. 7101 et
seq.); .O. 11790 (39 FR 23185); E.O. 12009 (42
FR 48267).

Issued in Washington. D.C., April 9,1979.

Barton R. loue.
Assistant Administutor. Fuels Rc*,=ti,. Ecr==10 Re s-
latozyAdministto tfor
[FR Doc. 79-11471 Fled 4-1-71 8:45 am]
BILLING CODE 6450.01-

Energy Supply and Environmental
Coordination Act; Intention To
Rescind a Prohibition Order

The Department of Energy (DOE) I
hereby gives notice that, acting under
the authority granted to it in Section 2(f)
the Energy Supply and Environmental
Coordination Act of 1974 (ESECA), as
amended (15 U.S.C. 792(fQ) and
implemented by 10 CFR 303.130(b), it
intends to rescind the Prohibition Order
issued on June 30,1977, to the
powerplant named below. This action is
taken in accordance with the provisions
of 10 CFR Part 303, Subpart J
("Modification or Rescission of
Prohibition Orders and Construction
Orders") of the ESECA regulations.

process of being converted to the
burning of coal as the primary energy
source. This conversion is expected to
be completed in July 1979.

'Effective Octoberl1 197. the responsibility for
implementing ESECA was transferred by Executive
Order No. 12009 from the Federal Energy
Administration to the Department of Energy
pursuant to the Department of Energy Organization
Act (42 U.S.C. 7101 et seq.).

In view of the City Power and Light
Department's voluntary
accomplishments, DOE believes that
further action toward making the
outstanding ESECA Prohibition Order
effective would not be in the public
interest and accordingly rescission of
the order is now appropriate.

Comment on DOE's intention to
rescind the Prohibition Order is invited.
Interested persons may submit written
data, views or arguments with respect to
the proposed action to the Office of
Public Hearing Management, Room 2313,
2000 M Street. NW., Washington, D.C.
20461 (Attn: D. Kidwell). All comments
and other documents should be
identified both on the outside of the
envelope and on the document itself
with the designation, "Proposed
Rescission of Blue Valley Unit 3,
Prohibition Order (OCU-155)." All
written comments must be received no
later than April 23,1979, in order to
receive consideration. In making its
decision regarding the proposed
rescission action, DOE will consider all
relevant information submitted to it or
otherwise available to it.

Any information considered to be
confidential by the person furnishing it
must be so identified at the time of
submission in accordance with 10 CFR
303.9(0). DOE reserves the right to
determine the confidential status of the
information and to treat it in accordance
with that determination.

Questions regarding this proposed
action should be directed to DOE as
follows: . James Caverly, Division of
Existing Facilities Conversion, Economic
Regulatory Administration, Department
of Energy, Room 2104, 2000 M Street,
NW., Washington, D.C. 20461
(telephone: (202) 632-5140). Written
questions should be identified on the
envelope and in the correspondence
with the designation set out above.
(Energy Supply and Environmental
Coordination Act of 1974 (15 U.S.C. 791 et
seq.) as amended by Pub. L 95-70 and Pub. L.
95-620; Federal Energy Administration Act of
1974 (15 U.S.C. 761 et seq.) as amended by
Pub. L 9-70 and Pub. L 95-91; Department
of Energy Organization Act (42 U.S.C. 7101 et
seq.]; E.O. 11790 (39 FR 23185); E.O. 12009 (42
FR 48287).]

Issued in Washington. D.C.. April 9.1979.
Bartn L 110e.

[FR Dex. 79-11472 d 4-1z-79. a. am]
BILLING CODE 6450-01-M

Docket No. Owner Generaten station Pow'erPln Loca.;on

OCU-15S - ty Power and Light Blue Valley... 3 sndn e. Mo.
Department.

Federal Register I Vol 44, No. 73 1 Friday. April 13, 1979 1 Notices 2..153



22154. Federal Jiegister I Vol. 44, No. 73 1 Friday. April 13. 1979 / Notices

Energy Supply and Environmental
Coordination Act; Intention To
Rescind a Prohibition Order

The Department of Energy (DOE).1
hereby gives notice that, acting under
the authority granted to it in Section 2(f)
of the Energy Supply and. Environmental

,Coordination Act of 1974 (ESECA), as
amended (15 U.S.C. 792(f)) and.

implemented by 10 CFR 303.130(b), it
intends to rescind the Prohibition
Orders issued on June 30,1975, to the
powerplants named below'. This action
is taken in accordance with the
provisions of 10 CER Part 303, Subpart J
("Modification or Rescission of
Prohibition Orders. and Construction
Orders"} of the ESECA regulations.

Docket No. Owner. - Generating station Powerplant Location

OFU 024 ..-.. ....... ..... SprngfiedCityCtiite s..... James River_......., 3 Springfield, Mo.
OFU 025 ................. -do -do- - 4 Do.

The Prohibition Orders, if made
effective by the issuance of a Notice of
Effectiveness (NOE), would have
prohibited these powerplants from,
burning natural gas or-petroleum
products as their primary energy source.

By letter of February 28, 1979,Bruce T.
Stone, Senior Consultant, Springfield
City Utilities, reported to DOE that
James River Unit 3 was using coal as a
primary energy source; that Tames River
Unit 4 is presently being modified to
operate on coal, and that both.units will
increase their dependence on coal as a
primary energy source pursuant to the
terms of the outstanding Prohibition
Orders.

In view of Springfield City Utilities's
voluntary accomplishments, DOE
believes that further action toward
making the outstanding ESECA
Prohibition Orders effective would not
be in the public interest and accordingly
rescission of the orders is now
appropriate.

Comment on DOE's intention to
rescind the Prohibition Orders is invited.
Interested persons may submit written
data, views or arguments with respect to
the proposed action to the Office of
Public Hearing Management, Room 2313,
2000 M Street, NW., Washington, D.C.
20461 (Attn: D.Kidwell].All comments
and other documents should be
identified both on the outside of the
envelope, and on the document itself
with the designation, "Proposed
Rescission of James River Units 3 and4

rEffective October 1. 1977. the responsibility for
Implementng-ESECA was transferred-by Executive
Order No. 12009 from the Federal Energy-
Administration to the Department of Energy
pursuant to the Department of Energy Organization
Act (42 U.S.C. 7101 et seq.). ,

Prohibition Orders (OFU-024 and 025)."
All written comments must be rbceived
no later than April. 23,1979 in order to
receive consideration. In makingits
decision regarding the proposed.
rescission action, DOE will consider all
relevant information submitted to it or
otherwise available to it.

Any information considered to be
confidentialby the person furnishing it
must be so identified at the- time of
submission in accordance with 10 CFR
303.9(f). DOE reserves the right to
determine the confidential status of the
information and to treat it in accordance
with that determination.

Questions regarding this proposed
action should be directed to DOE as
follows: R. ames Caverly, Division of
Existing Facilities Conversion, Economic
Regulatory Administration, Department
of Energy, Room 2104,2000 M Street,
NW., Washington, D.C. 20461
(telephone: (2021 632-5140). Written
questions should-be identified on the

evelope and in the correspondence with
the designation set out above.
(Energy Supply and Environmental
Coordination Act of 1974 (15 U.SC. 791 vi
seq.) as amendedby Pub. L 95-70 and Pub. L.
95-620; Federal Energy Administration Act of
1974 (15 U.S.C..761 et seq.) as amended by
Pub. L. 95-70 and Pub. L 95-91; Department
of Energy Organization Act (42 U.S.C. 7101 01
seq.); E.O 11790 (39 FR 23185); E.O 12009 (42
FR 46267).

Issued in Washington, D.C.. April9, 1979.
Barton I. fous,
Assistant Admadniatrutr. Fuels Resulatloir. hcoand ihi'l,
JatoryAdn .nialian.
(FR Doe. 79-11473 Filed 4-12-7: 8:45 amt
BILLING CODE 6450-01-M

Energy Supply and Environmental
Coordination Act; Intention To
Rescind a Prohibition Order

The Department of Energy (DOE)'
hereby gives notice that, acting under
the authority granted to it in Section 2(0
of the Energy Supply and Environmental
Coordination Act of 1974 (ESECA), as
amended (15 U.S.C. 792(f)) and
implemented by 10 CFR 303.130(b), it
intends to rescind the Prohibition Order
issued on June 30,1977, to the
powerplant named below. This action is
taken in accordance with the provisions
of 10 CFR Part. 303, Subpart J
("Modification or Rescission of
Prohibition Orders and Construction
Orders") of the ESECA regulations,

'Effective October 1.1977, the responsibility for
implementing ESECA was transferred by Executive
Order No. 12009 from the Federal Energy
Administration to the Deparlment of Energy
pursuant to the Department otEnerry Organizitlon
Act ( 12 U.S.C. 7101 et seq.).

Docket No. Owner Generating station Powerplant Location

OCU-159 ." Fremont Department of Utilities Fremont. Nebr 7 Fremont. Nobt
GeneratingStation.

The Prohibition Order, ifmade
effecti,e by the issuance of a Notice of
Effectiveness (NOE), would have
prohibited this, p6werplant from burning
natural gas-or petroleum products as its
primary energy source.

By letter dated February 20,1979, F. C.
McGrew, General Manager of the
Department of Utilities, Fremont,
.Nebraska, reported that the Fremont
Generating Station Unit 7 is presently
using coal for its primary energy source.

In view'of the Fremont Department of
Utilities' voluntary accomplishments,
DOE believes that further action toward
making the outstanding ESECA

Prohibition Order effective would not be
in the public interest and accordingly
rescission of the order is now
appropriate.

Comment on DOE's intention to
rescind the Prohibition Order is invited.
Interested persons may submit written
data, views or arguments with respeat to
the proposed action to the Office of
Public Hearing Management, Room 2313,
2000 M Street NW., Washington, D.C,
20481 (Attn: D. Kidwell). All comments
and other documents should be
identified both on the outside of the
envelope and on the document itself
with the designation, "Proposed
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Rescission Fremont, Nebraska
Generating Station Unit 7, Prohibition
Order (OCU-159)." All written
comments must be received no later
than April 23, 1979, in order to receive
consideration. In making its decision
regarding the proposed rescission
action, DOE will consider all relevant
information submitted to it or otherwise
available to it.

Any information considered to be
confidential by the person furnishing it
must be so identified at the time of
submission in accordance with 10 CFR
303.9(f).-DOE reserves the right to
determine the confidential status of the
information and to treat it in accordance
with that determination.

Questions regarding this proposed
action should be directed to DOE as
follows: R. James Caverly, Division of
Existing Facilities Conversion, Economic
Regulatory Administration, Department
of Energy, Room 2104, 2000 M Street
NW., Washington, D.C. 20461
(telephone: (202) 632-5140). Written
questions should be identified on the
envelope and in the correspondence
with the designation set out abovd.
(Energy Supply and-Environmental
Coordination Act of 1974 (15 U.S.C. 791 et
seq.) as amended by Pub. L 95-70 and Pub. L
95-620; Federal Energy Administration Act of
1974 (15 U.S.C. 761 et seq.) as amended by
Pub. L 95-70 and Pub. L 95-91; Department
of Energy Organization Act (42 U.S.C. 7101 et
seq.); E.O, 11790 (39 FR 23185); E.O. 12009 (42
FR 46267).

Issued in Washington, D.C., April 9,1979.
Barton R. Hiouse,

Assistant Adinistmtor Faels eguJotion, Bconomic -
fuRatayAdmrdstrion.

[FR Doc. 79-11474 Filed 4-12-79; 845 am]

BILLING CODE 6450-01-M

Energy Supply and Environmental
Coordination Act; Intention To
Rescind a Prohibition Order

The Department of Energy (DOE)
hereby gives notice that, acting under
the authority granted to it in Section 2(f]
of the Energy Supply and Environmental
Coordination Act of 1974 (ESECA), as
amended (15 U.S.C. 792(f)) and
implemented by 10 CFR 303.130(b), it
intends to rescind the Prohibition Order
issued on June 30, 1977, to the
powerplant named below. This action is
taken in accordance with the provisions
of 10 CFR Part 303, Subpart J
("Modification or Rescission of
Prohibition Orders and Construction
Orders") of the ESECA regulations.

Dock.et No. OwA,0f Geraq ez-.cn Powelpant Lccazcn

OFU-103 . vnamlr Eezfric~y...... H~hwd LL Down.. 10 Vrcear4 N.L

The Prohibition Order, if made
effective by the issuance of a Notice of
Effectiveness (NOE), would have
prohibited the powerplant from burning
natural gas or petroleum products as its
primary energy source.

By letter of March 1,1979, Raymond
Sniith, General Manager of Municipal
Utilities, City of Vineland reported to'
DOE that the Howard M. Down Unit 10
has been burning coal as a primary
energy source since May 31, 1977
pursuant to the terms of the outstanding
Prohibition Order.

In view of Vineland Electric Utility's
voluntary accomplishments, DOE
believes that further action toward
making the outstanding ESECA
Prohibition Order effective would not be
in the public interest and accordingly
rescission of the order is now
appropriate.

Comment on DOE's intention to
rescind the Prohibition Order is invited.
Interested persons may submit written
data, views or arguments with respect to
the proposed action to the Office of
Public Hearing Management, Room 2313,
2000 M Street, NW., Washington, D.C.
20461 (Attn: D. Kidwell). All comments
and other docifanents should be
identified both on the outside of the
envelope and on the document itself
with the designation, "Proposed
Rescission of Vineland Electric Utility,
Howard M. Down Generating Station,
Powerplant Unit 10 Prohibition Order
(OFU-103)." All written comments must
be received no later than April 23, 1979
in order to receive consideration. In
making its decision regarding the
proposed rescission action, DOE will
consider all relevant informtion
submitted to it or otherwise available to
it.

Any informtion considered to be
confidential by the person furnishing it
must be so identified at the time of
submission in accordance with 10 CFR

Docket No. oA11ro

DCU 166 - ol Ciy orafdo SMVS

DCU 167.
DUC 168 -- do

I Effective October 1.1977. the responsibility for
implementing ESECA was transferred by Executive
Order No. 12009 from the Federal Energy

303.9(0. DOE reserves the right to
determine the confidential status of the
information and to treat it in accordance
with that determination.

Questions regarding this proposed
action should be directed to DOE as
follows: R. james Caverly, Division of
Existing Facilities Conversion. Economic
Regulatory Administration. Department
of Energy, Room 2104, 2000 M Street,
NW., Washington. D.C. 20461
(telephone: (202] 632-5140). Written
questions should be identified on the
envelope and in the correspondence
with the designation set out above.

(Energy Supply and Environmental
Coordination Act of 1974 (15 U.S.C. 791 et
seq.) as amended by Pub. L 95-70 and Pub. L.
9-62.0; Federal Energy Administration Act of
1974 (15 U.S.C. 761 et seq.] as amended by
Pub. L 95-70 and Pub. L 95-9; Department
of Energy Organization Act (42 U.S.C. 7101 et
seq.); E.O. 11790 (39 FR 23185; E.O. 12009 (42
FR 46267).

Issued in Washington. D.C., April 9,1979.
Balto PL 1oau.
A±IZ tad Admitinstraor. Facds AeZaftza, Eczc=a'c Ec-s
1a!o.Adfroiid47=
IFR D=c 7D-11475 Filed 4-12-7M.&45 am)
BIlUG CODE 6450-01-M

Energy Supply and Environmental
Coordination Act; Intention To
Rescind a Prohibition Order

The Department of Energy (DOE)'
hereby gives notice that acting under the
authority granted to it in Section 2(f) of
the Energy Supply and Environmental
Coordination Act of 1974 (ESECA), as
amended (15 U.S.C. 792(0) and -
implemented by 10 CFR 303.130(b), it
intends to rescind the Prohibition
Orders issued on October 30,1978, to
the powerplants named below. This
action is taken in accordance with the
provisions of 10 CFR Part 303, Subpart J
("Modification or Rescission of
Prohibition Orders and Construction
Orders"] of the ESECA regulations.

Genora: staotn Po*efplam Location

41.216 DMake_ 5 Cckcrado SpirH
SCckL

do 6Do.
-- do 7 Do.

Administration to the The Department of Energy
pursuant to the Department of Energy Organization
Act (42 U.S.C. 7101 etseq.].
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The Prohibition Orders, if made
effective by the issuance of a Notice of
Effectiveness (NOE), would have
prohibited these powerplants-from
burning natural gas or petroleum
products as their primary energy source.

By letter of February 27.1979, James
D. Phillips, Director of the Department of
Public Utilities, City of Colorado
Springs, Colorado, reported. to. DOE that
the Martin Drake Generating Station
Powerplant Units 5, 6, & 7 were burning
coal as their primary energy source.

In view of the City of Colorado
Springs Department of Public Utilities'
voluntary accomplishments, DOE
believes that further action toward
making the outstanding ESECA.
Prohibition Orders effective would not
be in the publicinterest and,
accordingly, rescission of the orders is
now appropriate.

Comment on DOE's inrention.to
rescind the Prohibition Orders is invited.
Interested persons may submit written
data, views or arguments with respect to
the proposed action to the Office of
Public Hearing Management. Room 2313,
2000 M Street NW., Washington, D.C.
20461 (Attn: D. Kidwell). All comments
and other documents should be
identified both on the outside of the
envelope and on the document itself
with the designation, "Proposed
Rescission of Martin Drake Units 5, 6, &
7, Prohibition Orders (DCU-166 & 167 &
168)." All written comments must be
received no later than April 23, 1979 in
order to receive consideration. In
making its decision regarding the
proposed rescissidn action, DOEwill
consider all relevant information:
submitted to it or otherwise available to
it.

Any information considered to be
confidential by the person furnishing it
must be so identified at the time of
submission in accordance witi 10 CFR
303.9(f). DOE reserves the right to
determine the confidential status of the
information and to treat it in accordance
with that determination.

Questions regarding this proposed
action should be directed to DOE as
follows: R. James Caverly. Division of
Existing Facilities Conversion, Economic
Regulatory Administration, The
Department of Energy, Room 2104, 2000
M Street NW., Washington, D.C. 20461
(telephone: (202) 632-5140). Written
questions should be identified on the
envelope and in the correspondence
with the designation set out above.

(Energy Supply and Environmental
Coordination Act of 1974 (15 U.S.C. 791 et
seq.) as amended by Pub' L. 95-70 and Pub. L
95-620; Federal Energy Administration Act of
1974 (15 U.S.C. 761 et seq.] as amended by
Pub. L. 95-70 and Pub. L. 95-91 The
Department of Energy OrganizationAct (4Z
U.S.C. 7101 et seq.]; E.O. 11790 [39 FR 23185)t
E.O. 12009 (42 FR 46267..

Issued in Washington. D.C.. April 9,1979.
/Barton R. House,
Assistaon Adnlnistrator. Fuels Regulation. Economit Repu.
latoryAdlninfstration.
[FR 7-11476Filed --12-F; 8:45am]

BILLING CODE 6450---M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

David F. Buckley; Notice of Application
for Preliminary Permit
Aprfl 5,1979.

Take notice that on December 20, -
1978, David F. Buckley filed an - - -
application for preliminary pernkit
(pursuant to the Federal Power Act 16
U.S.C. Section 791Cal-825(r)) for a
proposec'water power project to be.
known as the Saxtons River Project,
FERC No. 2893. located on the Saxtons
River. a tributary to the Connecticut
River in Windham County, Vermont.
The proposed project would affect the"
interests ofinterstata commerce.

Correspondence with the. Applicant
should be'\irected to: David F. Buckley,
P.O. Box 493.Belows Falls, Vermont
05101L Mr. fames C. Hansen, James
Hansen andAssociates, Inc.. P.O. Box
769, Sprfingfield, Vermont 05156.

Purpose ofproject-Project energy
would be sold to public utilitiesin the
project area.

Proposed'Scope and Cost of Studies
Under Permif.-Applictint proposes to
develop preliminary designs, conduct
geologic explorations, collect
environmental- data, and-prepare an
application for FERC license, including
an environmental report, final geologic
explorations, field surveys, and final
design. Applicant estim'ates the cost of
studies under the permit would be up to
$100.000.

ProfectDescriptio.-The Applicant's
proposed Saixtons River project would
consist of: (1) a new earth embankment
and concrete structure, 50 feet in height
and approximately 240 feet long, _
including a gated spillway. (2] a storage

reservoir inundating approximately 120
acres of land; (3) a new powerhouse
with a proposed installed capacity of
2000 kW; arid (4) appurtenant facilities.
The estimated annual output would be
2,5oo,ooo kwh.

The project would be located in the
general area of abandoned hydroelectric
facilities dating from the 190'fs. The
Applicant has not determined whether
the abandoned facilities can be utilized
,in the proposed project.

Purpose of Prelininary Permit.--A
preliminary permit does not authorize
construction. A permit if issued gives the
Permittee, during the term of the permit,
the right of priority of application for
license while Permittee undertakes the
necessary studies and examinations to
determine the engineering, economic
and environmental feasibility for the
project', market for the power, and all
other necessary information for
inclusion in an application for license. In
this instance Applicant seeks a 36-
month permit.

Agency Comments.--Federal. State,
and local agencies that receive this
notice through direct mailing from the
Commission are invited to submit
comments on the described application
for preliminary permit. (A copy of the
Application may be obtained directly
from the Applicant.) Comments should
be confined to substantive issues
relevant to the issuance of a permit and
consistent with the purpose of a permit
as described in this notice. No other
formal request for comments will be
made. If any agency does not file
comments within the time set below, it

'will Be assumed to have no comments.
.Protest, Petition to Intervene, and

Agency Comments.-Anyone desiring to
be heard or to make any protest about
this application should file a petitibn to
intervene or a protest with the Federal
Energy Regulatory Commission, in
accordance with the requirements of the
Commission's Rules of Practice and
Procedure. 18 C.F.R. Section 1.8 or
Section 1.10 (1977). In determining the
appropriate action to take, the
Commission will consider all protests
filed, but a person who nierely files a
protest does not become a party to the
proceeding. To become a party or a
person to participate in any hearing, a
person must file a petition to intervene
in accordance with the Commission's
Rules. Any protest, petition to intervene,
or agency comments must be filed on or
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before June 11, 1979. The Commission
address is: 825 North Capitol Street,
N.E., Washington, D.C. 20426. The
application is on file with the
Commission and is available for public
inspection.
Lois D. Cashell
Ac gSe-&ey.

[Project No. 2893]
[FR Doc. 79-11523 Filed 4-12-79; 8:45am=]

BILNG CODE 6450-01-M "

Columbia Nitrogen Corp. and Nipro,
Inc., Complainants, v. Southern Natural
Gas Co. and Transcontinental Gas Pipe
Line Corp.; Notice of Complaint
April 4,1979.

Take notice that on January 10, 1979,
Columbia Nitrogen Corporation (CNC)
and Nipro, Inc. (Nipro), Suite 1200,
Southern Finance Building, Augusta,
Georgia 30903, filed in Docket No. TC79-
1 a complaint pursuant to Sections 5(a)
and 13 of the Natural Gas Act, Sections
401-404 of the Natural Gas Policy Act of
1978 (NGPA) and Section 1.6 of the
Commission's Rules of Practice and
Procedure (18 CFR 1.6) against Southern
Natural Gas Company (Southern) and
Transcontinental Gas Pipe Line
Corporation (Transco) alleging that the
currently effective curtailment plans of
Southern and Transco are unjust,
unreasonable, unduly discriminatory,
and unlawful under the Natural Gas Act
and the NGPA, all as more fully set forth
in the complaint which is on file with
the Commission and open to public
inspection.

CNC and Nipro request the
Commission to direct Southern and
Transco to revise their curtailment plans
to provide for the full statement and full
allocation of 100 percent of the current
requirements for naturalgas of CNC and
Nipro and to direct Southern and
Transco to make such resions to their
currently effective curtailment plans as
will result in compliance with the
provisions of the NGPA and in
particular Section 401 thereof.

It is indicated that CNC and Nipro
"purhase substantial quantities of gas
utilized for feedstock, plant protection,
process, and process steam generation
purposes in their production facilities in
Augusta, Georgia, all of which gas is
purchased from Atlanta Gas Light
Company (Atlanta Gas), which
purchases such gas from Southern and
Transco.

It is alleged:
1. Upon information and belief,

presently included in the Index of
Requirements of the curtailment plan of
Southern for CNC and Nipro are only

17,944 Mcf of gas per day when in fact
the true current requirements of CNC
and Nipro for feedstock. plant
protection, process, and process
generation purposes are substantially
higher. In fact, the feedstock
requirements alone of CNC and Nipro
are more than three times the total
quantities of requirements stated in the
In4ex of Requirements of Southern. The
other requirements of CNC and Nipro
are similarly understated by Southern.

2. Upon information and belief, the
presently effective curtailment plan of
Transco, in the statement of base period
requirements, makes absolutely no
provisions for the requirements of CNC
and Nipro.

3. As a direct result of the deficiencies
and provisions of the curtailment plans
of Southern and Transco, such plans,
being based upon stale, outdated, and
unrealistic data, and being artificially
limited in the statement of requirements
for allocation purposes, fail in reality to
serve true current high priority
requirements prior to the service of
lower priority requirements.

It is further alleged that CNC and
Nipro are presently being injured in at
least the following respects:

1. The currently-effective curtailment
plan of Southern and the Index of
Requirements utilized as an allocation
mechanism therein, as well as the
curtailment plan of Transco, do not
provide for the full allocation to CNC
and to Nipro of 100 percent of the
current natural gas requirements of CNC
and Nipro. necessary forthe proper
operation of all of the facilities of CNC
and Nipro and necessary for full
production.

2. More particularly, the Index of
Requirements contained in the Southern
curtailment plan severely understates
the actual requirements for natural gas
for CNC and Nipro, and the statement of
base period requirements in Transco's
curtailment plan makes no provisions
whatsoever for service of the
requirements of CNC and Nipro. Such Is
true, even though the full requirements
of CNC and Nipro have been well
known at all times by both Southern and
Transco.

3. CNC and Nipro are unable to
achieve full production because of the
unavailability of sufficient natural gas
supplies, directly resulting from the
intentional, illegal and erroneous
provisions in, and operation of, the
currently effective curtailment plans of
Southern and Transco.

It is further alleged that CNC and
Nipro are currently not receiving
sufficient natural gas service in order to
achieve full production capability and

that a portion of the natural gas service
which CNC is receiving is marginally
priced to CNC, at prices thus higher than
would otherwise be in effect, as a direct
result of the fact that the curtailment
plans of Southern and Transco fail to
state the full requirements of CNC and
Nipro.

CNC and Nipro assert that the
currently effective curtailment plans of
Southern and Transco contravene the
requirements of Section 401 of the
NGPA and that CNC and Nipro have
requirements for substantial essential
agricultural uses of natural gas which
are in fact not being served because of
the illegal provisions of the curtailment
plans of Southern and Transco.

Any person desiring to be heard or to
make any protest with reference to said
complaint should on or before May 1,
1979, file with th6 Federal Energy
Regulatory Commission, Washington,
D.C. 20426, a petition to intervene or a
protest in accordance with the
requirements of the Commision's Rules
of Practice and Procedure (18 CFR 1.8 or
1.10). All protests filed with the
Commission will be considered by it in
determining the appropriate action to be
taken but will not serve to make the
protestants parties to the proceeding.
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing therein must file a
petition to intervene in accordance with
the Commission's Rules.
Kenneth F. ph s-b
seartar,.
[Dcdwt.=91

[FR D=c 79-1152 Mied 4-1-FR &4s am]
BIWING CODE 6450-01-,

Cortez Pipeline Co4 Order Determining
Lack of Jurisdiction and Granting
Petition To Intervene
April 6.1979.

On December 18,1978, Cortez Pipeline
Company (Cortez' filed an application
requesting the Commission to issue a
declaratory order, pursuant to Section 16
of the Natural Gas Act (NGA), finding
that the construction and operation of a
proposed pipeline and the
transportation of predominantly pure
carbon dioxide in interstate commerce
are not within the jurisdiction of the
Commission.

Shell Oil Company (Shell) proposes to
extract carbon dioxide from certain
underground reservoirs. The production
from such reservoirs is projected to

I Cortez Is a corporation organized under the laws
of Delaware with its principal place ofbusiness in
Houston. Texas. With the exception of this order, it
has not been the subject ofany order of the
Commission.
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contain a chemical content of 9& percent
pure carbon dioxide. The remaining 2
percent includes traces of methane,
which will not be separated from the
main production.

The reservoirs are located in
southwestern Colorado. Cortez proposes
to transport the production from the ,
reservoirs across northern New Mexico
to the DenverUnit of the WassonOil
Field in west Texas. Shell proposes to
inject the carbon dioxide into the
Denver Unit to enhance oil production.

- The carbon dioxide will provide a
solvent for the miscible displacement of
crude oil that remains in the Unit
following water flooding. This process is.
contemplated to provide recovery from
the unit of an additional 280 million
barrels of otherwise unavailable oil.
Should additional carbon dioxide
production occur in. the Colorado:
reservoirs beyond that needed to,
complete the oil recovery process in the
Denver Unit, such production would be
used in similar recovery operations in
other areas in New Mexico and.Texas.

Cortez proposes to construct
dehydration and compression facilities,
a gathering system, and a 480-mile
pipeline of 20-30 inch diameter steelline
pipe: The route of the proposedpipeline
is adjacent to existing natural gas
pipeline, oil pipeline. or power lines over
approximately 90 percent of its route.
Approximately 61. percent of the

proposed pipeline route wilt belocated
on federal, state andindian lands.
Cortez has filed application' for rights-
of-way with offices of the Bureau of
Land Management of the Department of
Interior. The New Mexico Buieau.of
Land Management is acting as the lead
agency for preparation of an
environmental impact statement under
the National Environmental Policy Act,
42 U.S.C. A 4321, et seq. (1976)

Cortez argues in its petition for a
declaratory order that the production
from the Colorado reservoirs is not
"natural gas" within the meaning of
Section 2(5) of the NGA.1 It asserts that

,since such production will not be mixed
with artificial-gas, Section 2(51 would'
apply only if the production is -

determined to be "natural gas". Cortez
then argues that "natural gas" should be
defined alternately as either a mixture
of hydrocarbons- with the predominant
compound being pethane, as a
compound having a certain caloric
content or heating value, as a fuel, or as
a product of petroleum wells. It argues
that the production involved here is not
natural gas because it contains only a

2 Sectlon 2[1 states. "'Natural gas' means either
naturar gas unmixed, or any mixture of natural and
artificial gas."

negligible amount of a hydrocarbon,
methaiei and that carbon. dioxide, being
inert, has na heating value or caloric
content, and, hence, cannot be a fuel,
and is not produced froni petroleum
well. -

Cortez further argues that a study of
the NGA shows that Congress was not
concerned with regulation of carbon
dioxide, but only with a commodity-
natural gas-whose ue as a fuel
affected the public. Cortezfinally argues
that itis in the public interest to
encourage oil production by the method
proposed here free of regulation in order
to reduce the dependency- of the United
States on imported oil.

The petition here involves essentially
one legaI issue--is the production
contemplated from the Colorado
reservoirs. "natural gas!' within the
meaning of the NGA. We shall find that
such production is not "natural gas" but
will look beyond a scientific or
engineering test tor the purposes of the
enactment of'the NGA itself to decide
the issue.

At the outset it should be noted that
the term "natural gas" has two
fundamentally different meanings. In the
terminology of chemistry, "natural gas"
would mean any gas occuring naturally,
including such gases as helium and
carbon dioxide. The common m eaning of
"natural gas", however, is a mixture of
hydrocarb'ons, ' each one having a
different chemical composition, but each
one being volatile or having a certain
vapor tension. See, Boone 'sPetroleum
Dictionary (1952); Petroleum
Encyclopedia, p. 589 (1941); Carbide
Carbon Chemicals Corp. v. Texas Co.,
21 F. 2d 199, 201 (U.S.]D. Ct., S. D. Tex.,
1927), aff'd., 31. F. 2d 32 (5th Cir., 1929).
The non.-combustible natural gases, such
as carbon dioxide, are often produced in

- combination: with combustible gases,
and the mixture is often referred to
generally as "natural gas", without any
attempt to distinguish, between the
combustible and non-combustible gases.
Pruitt, "Mineral Terms-Some Problems
in Their Use and Definition", Eleventh
Annual Rocky Mountain Mineral Law
,Institute, p. 16 (1966. ,

There appears to have been no
atteihpts- during the legislative debate
over the NGA. ta address the problem of
the ambiguity in. the term "natural gas".
The debates show that the main concern
of Congress with regard to the definition
of "natural gas"was whether unmixed
artificial gas shouldbe included. See,
Roach and Gallagher, 1A Compilation of
the Legislative History of the Natural
Gas Act, pp. 135,136,670, (1968). It
seems likely that Congressused the
common meaning of "natural gas" of a

mixture of gases. including a sufficient
component of hydrocarbons to give It
heatingvalue. No effortwas made to set
a certain heating value or caloric
content to such "natural gas". This may
have been practically necessary since,
as stated above, "natural gas"
production generally includes both
hydrocarbons and inert natural gas
compounds. Indeed. a typical gas
purchase contract will stipulate that the
gas stream being sold must contain a
certain ratio of hydrocarbons to Inert
gases. See, Northern Nlatural Gas
Companyv. Grounds, 292 F. Supp. 019,
674 (D. Kansas, 1968). rev'd., oir other
grounds, 44i F. 2d 704, (10th Cir.), cert.
den., 404 U.S. 951 (1971). Congress may
well have refrained from establishing a
certain required chemical mixture
within the meaning of "natural gas",
preferring instead to permit such matters
to be determined by the parties to
particular gas purchase contracts and by
the Commission.

The cases thathave arisen under the
NGA dealing with the problem of what
constitutes "natural gas" have dealt
principally with two problems: (1) the
enactment of amendments to the Helium
Act in 1960 50 U.S.C. § 167, et seq.
(1976) specifically stating that the
Commission's jurisdiction shall not
include authority over helium, and (2]
certain new developments in
manufacturing artificial gas. See,
Northern Natural Gas Co. v. Grounds,
441 F. 2d 704 (10th Cir., cert. den 404
U.S. 951 (1971). Panhandle Eastern
Pipeline Co. v. FPC, 359 F. 2d 675 (8th
Cir., 1966); Public Service Commission
of New Yorkv. FPC, 543 F. 2d 392 (D.C,
Cir., 1976); Alice Henry v.FPC 513 F 2d
395 (D.C. Cir., 1975); Natural Gas
Pipelfne Co. of America, Docket No.
CP75-147, order of March 13,1975, at 4-
5.

While these judicial decisions are not
concerned directly with the present
issue, they do provide an approach to
resolving the issue. Rather than refining
the term "natural gas" to mean a certain
chemical composition or mixture or as
having a certain caloric content or vapor
tension, the issue here should be
.determined primarily by reference to the
goals and purposes of the NGA, FPCv,
Louisiana Power &'Light Co., 406 U.S.
621, 631 (19721; Alice Henzy v. FPC 513
U.S. 395, 399-402 (D.C. Cir,, 1975). From
the statute itself, it appears that
Congress was enacting legislation to
regulate a burgeoning industry and was
concerned with a salable commodity
and its effect on the public: FPC v'
Louisiana Power &,Light Co., 40G U.S.
621, 638 (1972). Accordingly, the title
appearing over Section I of the NGA
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reads "NECESSITY FOR REGULATION
OF NATURAL-GAS COMPANIES". In
Section 1it is stated that the NGA
results from a conclusion that the
"busniness of transporting and selling
natural gas.., is affected with a public
interest". From the legislative history of
the NGA, it is clear that Congress was
concernea about regulating a defined
industry and that it acted in order to fill
a gap in regulating that industry created
by Supreme-Court decisions striking
down the authority of the states to
regulate that industry in interstate
commerce. See, Roach and Gallagher,
supra., pp. 56, 58-59, 582, 666.

The goal of the NGA was to protect
the consumers of a salable commodity
from "exploitation at the hands of the
ndtural gas companies" and was framed
to afford consumers a bond of protection
from excessive rates and charges. FPC
v. LousianaPower &Light Co., 406 U.S.
621, 631, (1972); Sunray Mid-Continent
Oil Co. v. FPC, 364 U.S. 137, 147 (1960);
Phillips Petroleum Co. v. State of
Wisconsin, 347 U.S. 672 (1954); FPC v.
Hope Natural Gas Co., 320 U.S. 591, 610
(1944). It seems proper that the issue of
whether Congress meant to include in
the Commission's NGA jurisdiction the
construction and operation of facilities
and the transportation of the production
involved here should be determined in
light of the general goal of the NGA. In
this case, Shell proposes to develop the
production from predominantly pure
carbon dioxide reservoirs. It proposes
further to use the production as a
solvent in the production of oil. Such use
is only possible due to the chemical
qualities in carbon dioxide. The very
small production of associated methane
is never separated or sold. Given these
facts, it is concluded that the
Commission would advance no goal or
purpose of the NGA by assuming
jurisdiction over the project. This result.
is reached by considering the source of
the production, the use of the
production, and the actual chemical
composition of the production involved,
in light of the goals of the NGA. This
Jurisdictional analysis, as stated above,
follows the approach to similar
jurisdictional issues taken by the Courts
and the Commission in many prior NGA
cases.

The enactment of the Natural Gas
Policy Act of 1978 3 does not change this
result. Section 601(a)(2)(A) is concerned
with the Commission's remaining NGA
jurisdiction over the transportation of
natural gas. Such jurisdiction is limited
in the two cases mentioned in Section
601(a)(2)(A)(i) and (ii). these exclusions
do-not apply here.

3 Pub. L No. 95-261:95 StaL 3350.

After due notice by publication in the
Federal Register on January 11. 1979 (44
FR 2420), a petition to intervene was
filed by Colorado Interstate Gas
Company (Colorado Interstate) in
support of the application. No other
petitions to intervene, notices of
intervention, or protests to the granting
of the application have been filed.

The Commission finds:
(1) The proposed activities by Cortez

are not within the NGA jurisdiction of
the Commission.

(2] Participation by Colorado
Interstate in this proceeding may be in
the public interest.

The Commission orders:
(A) The proposed activities of Cortez

in Docket No. CP79-130 are declared to
be not within the NGA jurisdiction of
the Commission.

(B) Colorado Interstate is hereby
permitted to intervene in this proceeding
subject to the Rules and Regulations of
the Commission; Provided, however,
that participation of Colorado Interstate
shall be limited to matters affecting
asserted rights and interests as
specifically set forth in the petition to
intervene; and Provided, further, that
the admission of Colorado Interstate
shall not be construed as recognition by
the Commission that it might be
aggrieved because of any order of the
Commission entered in this proceeding.

By the Commission.
Keunath F. Plumb.
5emlaO -

[Dockiet No. CP79-13o]
[FR Doc. 79-11=2 F.ied 4-7- -45 =1
BILING CODE 6450-01-M

El Paso Natural Gas Co.; Order
Providing Clarification
April 4,1979.

El Paso Natural Gas Company, on
August 24,1978, filed a.petition for
clarification of the Commission's
Opinion No. 4-A and order issued May
26,1978. In that opinion the Commission
denied rehearing with modifications of
Opinion and Order No. 4 issued
November 10, 1977.

These proceedings concern El Paso's
proposal to abandon 669.4 miles of
predominantly 30-inch pipeline and
appurtenant facilities extending from
Jal, New Mexico, to Ehrenberg, Arizona.
The pipeline was to be transferred to El
Paso's affiliate, Coronado Pipeline
Company, and leased to The Standard
Oil Company (Ohio) (Sohio) for the
transportation of Alaska crude oil from
the West Coast The Commission in
Opinion No. 4 approved the
abandonment on the basis of a fair

market value [FMV] of S136.5 million
which was computed from discounting
the lease payments over a forty-year
period, since the agreement with Sohio
was for a 20-year period renewable by
Sohio for another 20 years. The
Commission found that El Paso's rate
base reduction would be $120 million
after deducting the present value of the
capital gains tax.

In Opinion No. 4-A the Commission
modified its calculations in Opinion No.
4 as follows:

(1) In calculating the FMV the
Commission assumed the retirement of
debt over the first 20 years, but
continued to use 40 years for the other
discount calculations.

(2] FMV and rate base reduction
would be computed at the time of
abandonment as set forth in Opinion
No. 4 but with the use of the actual
interest costs for 20-year bonds rated
"A" by Moody's and actual sales
expenses assoicated with the
transaction.

(3) The present value of the tax on
taxable gains which was to be deducted

.from FMV to arrive at the rate base
reduction was modified to account for
the actual tax basis at the time of
abandonment. 2% state income tax.
annual taxable gain computed according
to Section 1.502-13(d)(1)(ii] of the IRS
Regulations.

On this modified basis the
Commission found a FMV of $133
million or $130.5 million with
adjustments and a rate base reduction
on the order of $107 million instead of
$120 million.

In its petition for clarification El Paso
says that It has not been able to derive a
rate base reduction of $107 million
without assuming a FMV different from
that reflected in the Commission's order,
and it cannot calculate the
Commission's $133 million FMV figure
consistently with the Commission's
methodology. In fact, in its Appendix II
It shows a calculation using a debt
retirement period of 20 years, but
otherwise a period of forty years, to
achieve a FMV of $130.984 million. For
illustrative purposes, using this FV of
$130.984 million, El Paso compute a rate
base reduction of $109.293 million. El
Paso believes this computation made on
certain assumptions fully comports with
the Commission's directions in Opinion
No. 4-A and requests express
Commission confirmation of this view.

El Paso also proposes a modification
of its contract with Sohio. Because Solo
has no obligation to renew its lease after
the initial 20-year term, in order to
protect its stockholders El Paso effected
a bilateral contract modification with

2ZI59
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Sohio whilcl among other things,
increases the lease paymentsover the
initial 20-year term and elimindtes the
second 20-year term entirely by giving
Sohio the right to purchase the leased,
facilities at the end of 20 years for one
dollar. It has arranged that the present
value of the increased payments will -
result in the same present value of total
cash flow and thus the same FMV of
$130.984 million as with the 40-year
calculation.

El Paso believes that it is in the
national interest that the easto west
crude oil transportation project go
forward. El Paso is of the view that it
can and will proceed with the
abandonment under the conditions
imposed in opinion Nos. 4 and 4-A
provided that its understanding and
assumptions with respect to the
methodology and procedure for
determining the rate base reduction are
correct. It asks the Commission (11 to
clarify Opinion No. 4-A by confirming
that its methodology and procedures are
consistent with that order and (2] to
confirm that the contract modifications
are consistent with and permitted by
Opinion No. 4-A.,

In El Paso's calculation of FMV in
Appendix I1 amounting to $130,984,000,
following the methodolgy of Opinion No.
4 as modified by Opinion Na. 4-A, the
parameters were as follows: (ljerntof
project, 40 years; (2} overall discount
rate, 9.95 percent; (3) an initial capital
rate of 85 percent debt and 15 percent
equity; (4) cost of debt, 8.35 percent, (5)

'cost of equity, 19 percent; (6Jincome
taxes, 50 percent reflecting a 48percent
Federal tax rate and a 2 percent state-
tax rate; and (7), retirement of the debt
over. the first 20 years of the project so
that the debt ratio- would decrease to-
zero in that time. On the basis of the fair
market value of $130,984,000 less a tax
basis of $36,575,000 and expenses of sale
of $2,023,000 El Paso showed in
Appendix IV a taxable gain of
$92,386,000. The present value of the, tax
on the gain at a discount rate of 9.71
percent was shown to be $19,668,000.
Subtracting this and the expenses of the
sale from $130,984,000 leaves
$109,293,000 to be deducted from the
rate base.

El Paso suggests that, in arriving at
$107,000,000 as a rate base reduction,
the Commission used a debt cost
interest rate higher than the 8.35 percent
reflected in the overall discount rate of
9.95 percent. El Paso therefore, in
Appendix III recalculated FMV using an
interest rate of 8.75 percent and the
corresponding discount rate of 10.2875
percent to arriveat a FMV of
$128,500,000. Of course, the actual

interest to be used and the resulting
discount rate will depend under Opinion
No. 4-A on conditions at the tine of the
transaction.

We have duplicated the FMV
calculations contained in Appendix II
and Appendix m of El Paso's petition
and arrive at results close to the values
of $130,984,000 and $128,500,000 found
by El Paso. Similarly using discount
rates of 9.95 percent and 10.29 percent
we have calculated rate base deductions
close to the $109,293,000 found by El
Paso and to the $107,000,000 found in.
Opiniof No. 4-A, respectively. We
conclude that El Paso's interpretation, as
set forth in its'Appendices II, M11 and IV,
of the assumptions made by the
Commission in arriving at its rate base
reduction figure of $107 million in
Opinion No. 4-A are valid and may be
used in the final calculation at the time
of the transaction under the conditions
below:

In Opinion No. 4-A we held that the
amount of $36,575,000 representing the
remaining tax basis of the existing
pipeline and the amount of $2,023,000
representing the expenses of the sale
were not well supported in the record.
As in Opinion No. 4-A, we permit El
Paso to use and require it to support the
actual figures applicable at the tinme of
the abandonment.

The Federal income tax rate at the
time of the transfer has been reduced
from 48 percent to 46 percent. Using a
48 percent tax rate instead of a 50
percent tax rate (in each case including
a state tax rate of 2 percent) in
computing FMV and the estimated rate
base reduction, the amounts willbe a
little higher.

El Paso notes that Moody's Bond
Rating Service shows yield averages for
four general categories of long-term
corporate bonds, not 20 years
specifically as provided in Opinion No.
4-A. El Paso assumes -that the
Commission intends it to use the
industrial category.We agree that the
interest costs on long-term industrial
Moody's "A" rated bonds should be
used since Moody's does not publish
interest costs restricted to bonds of a 20-
year life.

With respect to the modification of El
Paso's contract with Sohfo so as to limit
the term tor 2G years, it is our opinion
that the modification is consistent with
theprinciple of'Opinion -Nos. I and 4-A
and should be permitted because the
fair value result will be the same under-
the modified contract as under the prior
contract (see El Paso's Appendik V. We
are assuming, however that the tax
effects- will be the same and the rate

See Internal.Revenue Code Section 11(b).

base reduction. will be the same as
under the former arrangement, Our
approval of this contract modification is
therefore conditioned on a rate base
reduction that is no less than if It had
been calculated in accordance with the
methods approvedhere without the
contract modification.

The Commission orders:

Opinion No. 4-A is interpreted and
modified in accordance with the above
discussion.

By the Commission. Chairman Curtis not
participating.
KennethF.Plumb,
Secretary.

[DoketNa. QC |.362
[FR'Doc.19-11525 tiled 4-,I Z-79; 845 sin)

BILLING CODE 6450-O1-M

El Paso Natural Gas Co.; Notice of
Petition to Amend
April 5, 1979.

Take notice that on March 21,1979, El
Paso National Gas Company (El Paso),
P.O. Box 1492. El Paso, Texas 79978,
filed in Docket No. CP78-520, a p6tition
to amend the order of January 15, 1979,
issued in said docket pursuant to
Section 7(c) of the Natural Gas Act and
Section 157.7(b) of Commissioner's
Regulations thereunder (18 CFR 157.7(b))
so as to permit El Paso to include as a
part of its authorized budget-type gas-
purchase activities, both onshore and
off-shore, during the calendar year 1979,
the construction and/or operation of
facilities necessary to attach its
interstate pipeline system to the system
of an intrastate pipeline all as more fully
set forth in the petition to amend, which
is on file with the C6mmission and open
to public inspection.

El Paso states that its application for
the subject budget-type certificate
authorization was filed with the
Commission on September 14, 1978. It is,
stated that subsequently, the Natural
Gas Policy Act of 1978 (NGPA) was
signed into law. The now law affects the
sale, transmission and distrbution of
natural gas on both an interstate and an
intrastate level, it is stated. El Paso
states- that Part 284 of the NGPA seeks
to eliminate some of the barriers which
have precluded interstate and intrastate
pipelines from taking advantage of the
most economic and efficient means of
obtaining and transporting natural gas.
Accordingly, states El Paso, it requests
the expansion of its budget-type gas-
purchase facility authorization to
maximize the utilization of existing
intrastate pipeline systens by permitting
El Paso to attach its system to intrastate
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systems as El Paso beliv.es was fairly
contemplated by Part 284 of the NGPA.

El Paso specifically requests the
Commission order be amended to
include during calendar year 1979, the
construction and/or operation of"
facilities necessary to attach its
interstate pipeline system to the system
of an intrastate pipeline for the purpose
of receiving gas transported by an
intrastate pipeline for El Paso's account
and delivered to El Paso; gas purchased
by El Paso from an intrastate pipeline or
under an assignment of an intrastate
pipeline company's contractual right to
receive surplus natural gas; or gas to be
transported by El Paso on behalf of a
local distribution company or an
intrastate pipeline company. El Paso
also requests that it be permitted to
utilize its budget-type authorization to
operate existing interconnections for the
purpose of receiving gas under the
situations described above.

El Paso indicates that it would be
willing to accept an amended certificate
conditioned as follows:

El Paso would not utilize the amended
budget-type authorization to construct
or operate any new facilities unless a
contract respecting the relevant
transportation or sale arrangement had
been fully executed by all parties;

El Paso would report to the
Commission within 10 days of the date
thereof, any new transportation or
purchase arrangement which would

-require construction and/or continued
operation of facilities; and

El Paso would agree to report, within
10 days of the completion of any
interconnecting facilities, a description
of such facilities and the e timated final
cost of such facilities.

El Paso states that the above
conditions would be in addition to the
standard reporting requirements
imposed by the Commission's
Regulations for budget-type gas-
purchase certificates.

El Paso states that it would adhere to
the authorized project cost limitations as
set forth in the order.

Any person desiring to be heard or to
make any protest with reference to said
petition should on or before April 27,
1979, file with the Federal Energy
Regulatory Commission, Washington,
D.C. 20426, a petition to intervene or a
protest in accordance with the
requirements of the Commission's Rules
of Practice and Procedure (18 CFR 1.8 or
1.10) and the Regulations under the
Natural Gas Act (18 CFR 157.10). All
protests filed With the Commission will
be considered by it in determining the
appropriate action to be taken but will
not serve to make the protestants

parties to the proceeding. Any person
wishing to become a party to a
proceeding or to participate as a party in
any hearing therein must file a petition
to intervene in accordance with the
Commission's Rules.
Lo D. Cule
A dks Searfai.
to ockct No. CP7Z=1

[FR 0cc. 79-115 Filed 4-l2-n, &45 a=)
BILLING CODE 460-01-M

El Paso Natural Gas Co.; Notice of
Application and Consolidation
April 3,1979.

Take notice that on March 19,1979, El
Paso Natural Gas Company (El Paso),
Post Office Box 1492, El Paso, Texas
79978, filed an application In Docket No.
CP79-224 pursuant to Sectiong 7(b) and
(c) of the Natural Gas Act. Said
application requests authority to (1)
abandon certain existing'pipeline
facilities, (2) operate certain existing
facilities, [3) construct and operate
certain new facilities. (4) transport and
sell in interstate commerce certain
natural gas, all to commence operation
by the 1981-82 winter heating season of
the Washington Ranch Storage Project
in Culberson County, Texas, and Eddy
County, New Mexico, for the stated
purpose of protecting El Paso's East-of-
California (EOC) Priority l and 2
requirements, all as more fully set forth
in the application on file with the
Commission and open to public
inspection.

The application states that the
declining supply of natural gas available
for sale and delivery to existing
customers has resulted in ever
increasing curtailment of firm
requirements on El Paso's interstate
system. The application additionally
states that this project would still be
necessary to prevent curtailment of EOC
Priority I and 2 requirements even after
full use would be made of El Paso's
proposed Rhodes Reservoir and Barker
Dome Storage Projects during the 1881-
82 winter heating season and thereafter.

According to the application the
Washington Ranch Morrow Gas Field
(Field) covers an area of approximately
5,700 surface acres and is located
approximately nine miles southwest of
White City in Eddy County, New
Mexico. Natural gas was discovered in
the Field in 1971. Presently, the Field is
fully developed and is producing natural
gas through ten existing gas wells. El
Paso is currently purchasing all such
production. The Field is estimated to
have contained originally approximately
68,600,000 Mcf of gas. Approximately

53,000,O OMcf of native gas have been
produced as of January 1, 1979, with
approximately 10,000,000 Mcf of
economically recoverable reserves-in-
place remaining in the Morrow
Formation of the Field, El Paso states.

El Paso proposes to inject ultimately
approximately 58,600,000 Mcf of natural
gas into the Field beginning June 1,1981.
which, with the present 10,000.000 Mcf
of remaining reserves-in-place, ill fill
the Field to its maximum storage
capacity of 68,600.000 Mcf. This
inventory would consist of 47,600,000
Mcf of working gas and 27,000 Mc
of cushion gas. Storage injection rates
would be approximately 250,000 Mc per
day, and maximum storage withdrawal
rates be 400,000 McFper day, based on
design pressures.

The application states further that
natural gas for injection into the Field
would be obtained by the curtailment of
deliveries of gas which would otherwise
be available to El Paso's customers
having Priority 3, 4 and 5 requirements.
It is planned that the Field would have a
storage inventory of 52,300,00 Mcf by
commencement of the 1981-8Z winter
heating season and thereafter, El Paso
would inject additional volumes of
natural gas from time to time to
replenish storage inventory and to
maintain deliverability at required
levels.

El Paso states that in order to secure
the Field for use as a storage reservoir
mutually satisfactory arrangements
have been or are presently being
negotiated between El Paso and various
participating parties; namely, the
surface and mineral rights owners and
those parties owning the necessary
working interest, royalty rights and
overriding royalty rights. These generaI
acquisition arrangements undertaken by
El Paso and the various parties are said
to represent two primary activities
which must be finalized so that el Paso
may fully utilize the Field as an
underground storage reservoir.

In order to commence operations, El
Paso requests authority to (1] abandon
certain existing field, lateral and well-tie
pipelines with associated
appurtenances, (2) convert ten wells; six
to be converted to injection and
withdrawal services and four to be
utilized for observation purposes, (3)
construct and operate a total of
approximately 18. miles of 24 inch. 20
inch, 16 inch. 12% inch. 10i% inch, 85
inch, and 6% inch, storage trunk, lateral
and well-tie pipeline, with
appurtenances, (4) drill seventeen
injection and withdrawal wells and (5)
install a total of 29. 840 compressor
horsepower and one 400,000 Mcf per day
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capacity central dehydration plant. The
above facilities which El Paso proposes
to abandon are estimated to cost
$167,800 and the facilities to be
constructed are estimated to cost
$52,459,425.

As stated in the application, this
project has a direct and immediate
bearing on the consolidated proceeding
in Docket Nos. CP-285, et al., as well as
being the subject of testimony filed in
that matter and now set for hearing on
May 30, 1979. Therefore, it appears that
the instant application may involve
common questions of law and fact-with
the pending proceeding and thus should
be consolidated pursuant to Sections
1.20(b) and 3.5(a)(6) of the Commission's
Rules and Regulations.

Any person desiring to be heard or to
make any protest with reference to said
application should, on or before April
23, 1979, file with the Federal Energy
Regulatory Commission, Washington,
D.C 20426, a petition to intervene or a "
protest in accordance with the
requirements of the Commission's Rules
of Practice and Procedure (18 CFR 1.8 or
1.10) and the Regulations under the
Natural Gas Act (18 CFR 157.10). All
protests filed with the Commissidn will
be considered by it in determining the
appropriate action to be taken but will'
not serve to make the protestants
parties to the proceeding. Any person
wishing to become a party to a
proceeding or to participate as a party in
any hearing therein must file a petition
to intervene in accordance with the
Commission's Rules. Persons who have
heretofore intervened in any of the
dockets in the consolidated proceeding
in Docket Nos. CP76-285, et al., need-not
file again.
Kenneth F. Plumb,
Secretary.
(Docket No' CP79-Z24i
-(FR Doec. 79-1152 Filed 4-12-7; O4 aml
BILJJNG CODE 6450-01-M ch

Great LakesGas Transmission Co4
Petition to Amend

April 9,-1979.
In the matter of docket Nos. CP66-110.

et al., CP70-19, et al., CP70-100, and
CP71-222, et al.

Take notice that on April 2, 1979.1
Great Lakes Gas Transmission
Company (Great Lakes), 2100 Buhl
Building, Detroit, Michigan 48226, filed
in Docket Nos. CP66-110, et al., CP70-19,
et al, CP70-100, and CP71-222, et al., a -

'The petition was initially tendered for filing on
April 2.1979; however. the fee'requirdd by Sectioi -
159.1 of the regulations under the Natural Gas Act,
(18 CFR 159.1) was not paid until April 4; 1979; thus.
filing was not completed until'the latter date.

petition to amend the orders issued in
said'dockets pursuant to Section 3 of the
Natural Gas Act so as to permit Great
Lakes to pay to TransCanada Pipeline
Limited (TransCanada) the increased
prices announced by Canada 'for exports
of natural gas and to continue
importation of natural gas at such
increased prices, all as more fully set
forth in the petition to amend which is
on file with the Commission and open to
public inspection.

It is indicated that under
authorizations granted in the subject
dockets, Great Lakes purchases and
imports natural gas from TransCanada
at a point on the United States-
Canadian border, near Emerson,
Manitoba, under three gas purchase
contracts. Great Lakes states that the
present purchase price of all such gas is
$2.16 (U.S.) per million Btu's equivalent
of natural gas,, effective September 21,-.
1977, which was the effective date of
that price under orders of the Canadian
National Energy Board (NEB). It is
indicated that on March 30,1979,
TransCanada informed Great Lakes that
it had been notified by the NEB that the
Canadian government.had instructed the
NEB to amend existing export licenses
to establish a new export price of $2.30
(U.S.) per million Btu's, effective
commencing May 1, 1979. Accordingly,
Great Lakes requests that the
authorizations in the subject dockets be -
amended to permit the importation of
natural gas at the purchase price to
become effective May 1, 19.79.

Great-Lakes alleges that the denial or
untimely issuance of the requested
authorization would result in
termination or suspension of gas sales

_ by TransCanada to Great Lakes.
Any person desiring to be heard or to

make any protest with reference to said
petition should or or before April.17,
1979, file with the Federal Energy
Regulatory Commission, Washington, -
D.C. 20426, a petition to intervene or a
protest in accordance with the -
requirements-of' the Commission's Rules
of Practice and.Procedufe (18 CFR 1.8.or
1.10). All protests filed with the
Commission will be considered by it in
determining the appropriate action to be'
taken but will-not serve to make the
protestants parties to the proceeding.
Any person wishing to become a party
to a proceeding or to-participate as a
party in any hearing therein must file a

petition to intervene in accordance with
the Commission's Rules.
Lois D. Ceshell.
Acting Secretary. i

[Docket No. CP6-110. etc.i
IFR Doec. 79-11524 Filed 4-12-79 845 aml
BI.UNG CODE 6450.-01-M

Illinois Power Co.; Notice of Filing
Modification No. 7
April 9, 1979.

Take notice that Illinois Power
Company (Illinois Power) on April 5,
1979, tendered for filing proposed
Modification No. 7 to the
Interconnection Agreement (Agreement)
dated March 30,1973 between Central
Illinois Light Company (CILCO) and
Illinois Power. The Commission has
previously designated the March 30,
1973 Agreement as Illinois Power Rate
Schedule FPC No. 63 and CILCO Rate
Schedule FPC No. 14.

The parties state that Modification
No. 7 provides for a proposed increase
in the charges effective June 1, 1979 for
Short-Term Firm Power, Short-Term
Non-Firm Power and Maintenance
Power transactions between Illinois
Power and CILCO.

Any person desiring to be heard oi to
protest said application should file a
petition to intervene or protest with the
Federal Energy Regulatory Commission,
825 North Capitol Street, N.E.,
Washington, D.C. 20426, in accordance
with Sections 1.8 and 1.10 of the
Commission's Rules of Practice and
Procedure (18 CFR 1.8, 1.10). All such
petitions or protests should be filed on
or before April 30, 1979. Protests will be
considered by the Commission In
determining the appropriate action to be
taken, but will not serve to make
protestants parties to the proceedinq,
Any person wishing to become a party
must file a petition to intervene. Copies
of this applicatioi are on file with the
Commissionand are available for public
,inspection.
Lois D. Cashell.
Acting Secretary.

[Docket No. ER79-2911
IFR Doec. 79-1152M Filed 4-12-7? 0:45 aml
BILLING CODE 6450-01-M

Iow-fillinois Gas & Electric Co.; Notice
of Application
April 6, 1979.

Take notice that on March 29,1979,
Iowa-llinois Gas &Electric Comany
(Applicant) filed an application with the
Federal Energy Regulatory Commission
seeking an order pursuant to Section 204
of the Federal Power Act, authorizing

Federal Register, / Vol. 44, No. 73 / Friday, April 13. 1979 / Notices22162



Federal Register / Vol. 44, No. 73 / Friday. April 13. 1979 / Notices213

the issuance of short-term debt in the
aggregate principal amount of
$50,000,000. Applicant is incorporated
under thelaws of the State of Illinois
and is authorized to do business in the
states of Iowa and Illinois with its
principal business office at Davenport,
Iowa.

The notes are to be issued from time
-to time to banking institutions and/or'
sold as commercial paper to direct
purchasers or through commercial paper
dealers. Notes to banking institution will
be issued in accordance with various
informal lines of credit agreements. The
notes are to have maturities of up to one
year from their dates and in any event
on or before June 30,1981, and are to
have an interest costs to the Company
not excluding that charged on prime
loans-of lending institutions at the time
of issuance. Commercial paper will be
issued as untecured promissory notes
and, in most cases, sold through
established commercial paper dealerg.
In some cases commercial paper may be
placed directly, Commercial paper notes
are to have maturities of not more than
270 days from their dates and in any
event on or before June 30, 1981, and the
interest rate will be dependent upon the
terms of the notes and money market
conditions at the time of issuance.

The proceeds from the issuance of
notes will be added to working capital
for ultimate application toward the cost
of gross additions to utility plant.

Any person desiring to be heard or to
make any protest with reference to the
application should on or before May 2,
1979, file with the Federal Energy
Regulatory Commission, Washington,
D.C. 20426, petitions or protests in
accordance with the Commission's
Rules of Practice and Procedure (18 CFR
1.8 or 1.10). The application is on file
with the Commission and available for
public inspection.
Lois D. cashes.
ActLeSe-ry.
[Doc No; En'-3
[FR Doc. 79-1152W Filed 4-12- &45 am]

LING CODE 6450-01-U

Kern County Refinery Inc.; Order
Designating Presiding Officer and
Appointing Commission Designee
April 5, 1979.

On January 2,1979i the Department of
Energy (DOE) issued a final decision
and order, denying Kern County
Refinery Inc.'s application for an
exception from the Mandatory
Petroleum Allocatforn Regulations.'

On March 7,1979, Kern County
Refinery Inc. filed a petition for review

'10 CFR 211.67 (1977].

with this Commission. Section 1.40(d)(3)
of the Commission's Rules of Practice
and Procedure provides that upon
receiving a petition for review, the
Commission or its designee shall
designate a presiding officer for the
proceedings. The Commission, therefore,
designates as a presiding officer in this*
proceeding Daniel Goldstein.

The Commission further appoints the
Director or the Deputy Director of the
Office of Opinions and Review as the
Commission's designees for the purpose
of designating, if necessary, another
person. to'act as the presiding officerin
this proceeding.

By the Commission.
Kenneth F. Plwnb.

[Docket No. RA7S-m
[FR Do o cmo FI ed 4-I ,-3 4 eJ
B11±14G CODE 646001-M

Mountain Fuel Resources, Inc.;
Proposed Changes In FERC Gas Tariff
April 9,1979.

Take notice that Mountain Fuel
Resources, Inc. (Resources), on March
30,1979, tendered for filing proposed
changes in its FERC Gas Tariff Original
Volume No. IRate Schedule S-2.

Resources states that the Rate
Schedule S-2 as it is now in effect
defines the rights and obligations of the
parties in regard to the operation,
service, and charges from the Clay Basin
Storage Project during the interim term
of development and while temporary
compression is used to inject gas for the
account of Clay Basin Storage Company.
The second amendment to the
amendment and restated S-2 agreement
dated March 29,1979, provides for a
change in the allocation method of the
costs associated with the Clay Basin
Storage Project. The effective date of the
new allocation will be May 1,1979.
Copies of this filing have been served on
all effected parties.

Any person desiring to be heard or to
protest said filing should file a petition
to intervene or protest with the Federal
Energy Regulatory Commission, 825
North Capitol Street NE., Washington.
D.C. 20426. in accordance with Sections
1.8 and 1.10 of the Commission's rules of
practice and procedute (18 CFR 1.8.
1.10). All such petitions or protests
should be filed on or before April 18,
1979. Protests will be considered by the
Commission in determining the
appropriate action to be taken, but will
not serve to make protestant parties to
the proceeding. Any person wishing to
become a party must file a petition to
intervene. Copies of this filing are on file

with the Commission and are available
for public inspection.
Lob D. Cashe.

[Ddd- I ro. RPSDc3J
FM DM 70-IVM3 Ried 4-1Z-79. &Z5 a=]

BILUNG COoE 9450-01-M

Natural Gas Pipeline Company of
America et al; Notice of Application

April6.1979
In thematter ofNatural Gas Pipeline

Company of America, Transcontinental
Gas Pipe Line Corporation, and Texas
Eastern Transmission Corporation.

Take notice that on March 20,1979,
Natural Gas Pipeline Company of
America (Natural), 122 South Michigan
Avenue, Chicago, Minois 60603,
Transcontinental Gas Pipe Line
Corporation (Transco), P.O. Box 1396,
Houston. Texas 77001, and Texas
Eastern Transmission Corporation
(Texas Eastern) (Applicants). P.O. Box
2521, Houston. Texas 77001, filed in
Docket No. CP79--232 an application
pursuant to Section 7(c) of the Natural
Gas Act for a certificate of public
convenience and necessity authorizing
the construction and operation of
certain pipeline and appurtenant
facilities in the West Cameron area,
offshore Louisiana, all as more fully set
forth in the application on file with the
Commission and open to public
inspection.

Applicants state that they have the
right to purchase natural gas from
reserves in the offshore Louisiana West
Cameron Bloak 540 area, and that in
order to transport this additional supply
of natural gas, they propose to construct
and jointly own, 4.9 miles of 124-inch
gathering pipeline extending'from a
production platform in Block 540 to a
subsea tie-in on the StingrayPipeline
Company (Stingray) facility in West
Cameron Block 550. Applicants further
state that the proposed facilities would
be constructed managed and operated
by Natural and owned jointly based on
the following individual ownership
percentages:. Natural, 25 percent;
Transco, 19 percent; Texas Easter= 18
percent; and Uncommitted, 38 percent
The ownership of the uncommitted

- portion of the facilities would be
determined when the remaining 38
percent is committed, it is stated.

Applicants indicate that the Block 540
facility would provide a daily capacity
of 49,728 Mcf which capacity is needed
to receive the estimated maximum daily
volumes that are expectecd to be
available to Applicants from West
Cameron Block 540.
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- Applicants estimate that the proposed
West Cameron Block 540 offshore
gathering facility would cost
approximately $3,627,400 which cost
Applicants would finance initially
through revolving.credit arrangements,
short-term loans and from funds on
hand, Permanent financing would be,
undertaken as part of Applicants'
respective overall long-term financing
programs at later dates, it is said.

Any person desiring to be heard or -to
make any protest with reference to said
application should on or before April 30,
1979, file with the Federal Energy -
Regulatory Commission, Washington,
D.C.-20426, a petition to intervene or a
protest in accordance with the, "
requirements of the Commission's Rules
of Practice and Procedure (18 CFR 1.8 or
1.10) and the Regulations und er the
Natural Gas Act (18 CFR 157.10). All
protests filed with the Commission will
be considered by it in determining the
appropriate action to be taken but will
not serve to make the protestants
parties to the proceeding. Any person
wishing to become a party to a
proceeding or to participate as a party in
any hearing therein must file a petition
to intervene in accordance with the -

Commission's Rules.
Take further notice that, pursuant'to

the authority contained in and subject to
jurisdiction conferred upon the Federal
Energy Regulaory Commission by
Sections 7 and 15 of the Natural Gas Act
and the Commission's Rules of Practice
and Procedure, a hearing will be held
without further notice before the
Commission or its designee on this.
application if no petition to intervene is
filed within the time required herein, if
the Commission on its own review of the
matter finds that a grant of the
certificate is required by the public
convenience and necessity. If a petition
for leave to intervene is timely filed, or if
thp Commission on its own motion
believes that a formal hearing is
required, further-notice of such hearing
will be duly given.

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for Applicants to appear or .
be represented at the hearing.
Lots 0. CasheIL
Acting Secretary.

[Docket No. 6450-011
[FR Doe. 11532 Filed'4-12-7, 8.45 amIl

BILLING CODE 6450-01-,

Pacific Interstate Transmission Co.;
Proposed Changes in FERC Gas Tariff
Pursuant To Purchased Gas Cost
Adjustment-Provisions

April 6, 1979.
Take notice that Pacific Interstate

Transmission -Company (Pacific
Interstate) on April 2, 1979 tendered for
-filing as-part of its FERC GasTariff,
Original Volume No. 2, the following
sheet: k '

Eleventh Revised Sheet No. 4

Pacific Interstate states that this tariff
sheet is issued pursuant to the
provisions of the Natural Gas Act and
Section 154.38(d)(4)(vi](a) and Section
154.63 of the Commission's Regulations
which require natural gas pippline
companies with PGA clauses in their
tariffs to file a tariff sheet(s) restating its
rates to establish a new Base Tariff Rate
upon the expiration of 36 months after
the effective date of the PGA clause.

Pacific Interstate states that the above
tendered tariff sheet reflects no change '
in rates from the tariff sheets filed on.
February 14, 1979 for the semi-annual
PGA rate adjustment to be effective
April 1,_1979. Furthermore, Pacific
Interstate requests that the 165.12¢ per
decatherm rate filedas the semi-annual
April 1, 1979 PGA rate be also accepted
as the new Base Tariff Rate effective
April 2,,1979. In support of this request,
Pacific Interstate has filed the'.
applicable Statements A through N as
specified by Section 154.38(d)(4)(vi)(a) of
the Commission's Regulations.

Any person desiring to be heard or to
protest said filing should file a petition
to intervene or protest with the Federal
Energy Regulatory Commission,
Washington, D.C. 20426, in accordance
with Sections 1.8 and 1.10 of the
Commission's Rules of Practice and
Procedure (18 CFR 1.8, 1.10). All such
petitions or protests should be filed on
or before April 19, 1979. Protests will be
considered by the Commission in
determining the appropriate action to be
taken, but will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must fi!e a petition to intervene. Copies
of this application are on file with the
Commission arid are available for public
inspection.
Loits . .Cashell.
Acting Secretary.
[FR Doe. 79-11533 Filed 4-12-7; 8:45 ami

BILLING CODE 6450-01-M

Notice of Receipt of Report of
Determination Process
April 10, 1979.'

Pursuant to section 18 CFR 274.105 of
the Federal Energy Regulatory
Commission's Regulations, a
jurisdictional agency may file a report
with the Commission describing the
method by which such agency will make
certain deternlinations in accordance
with sections 102, 103, 107, and 108 of
•the Natural Gas Policy Act of 1978.

Reports in conformance with 18 CFR
274.105 have been received by the
Commission from the following
jurisdictional agencies:

Agency'and date
State of New Mexico Energy and Minerals

Department, Oil Conservation Division;
, November 29,1978.
State of Louisiana Department of

Conservation; November 29,1970.
Railroad Commission of Texas November 30,

1978. -

West Virginia Department of Mines, Oil and
Gas Division; November 30,1978.

Alabama State Oil and Gas Board; November
30.1978. ,

State Oil and Gas Board of Mississippi:
November 30, 1978.

Kansas State Corporation Commission,
Conservation Division; November 30, 1970.

State of Michigan Department of Natural
Resources, Geological Survey Division:
December 1,1978. Supplemental Report,
March 7,1979.

State of California Department of
Conservation, Division of Oil and Gas;
December4,1978.

Commonwealth of Virginia Department of
Labor and Industry, Division of Mines and
Quarries; December 4,1978.

State of Wyoming Office of Oil and Gas
Conservation Commission; December 4,'
1978.

State of Colorado Department of Natural
Resources; December 5,1978. Supplemental
Report, April 4,1979.

State of Ohio Department of Natural
Resources, Division of Oil and Cas:,
December 6,1978.

State of Alaska Oil and Gas Conservation
Comnission; December 11,1978.

State of Arizona Oil and Gas ConservatiOn
Commission December 14,1978.

State of Nebraska Oil and Gas Conservation
Commission December 15, 1978.

State of Tennessee Oil'and Gas Board;
December 19, 1978.

State of Indiana Department of Natural
Resources; December 26,1978.
Supplemental Report, March 28,1979.

'-State of Pennsylvania Department of
,Environmental Resources, Division of Oil
and Gas; December 26,1978.

Stpte of Florida Department of Natural
Resources; January 3, 1979.

State of North Dakota Geological Survey;
January 4,1979.

State of IllinoisDepartment of Mines and
Minerals, Oil, and Gas Division: January 5,
1979.
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United States Department of Interior,
Geological Survey- January 19.1979.

State of Montana Department of Natural
Resources and Conservation; January 29,
1979.

State of Utah Department of Natural
Resources, Division of Oil, Gas, and
Mining; January 30, 1979.

Commonwealth of Kentucky Department of
Mines and Minerals, Division of Oil and
Gas Conservation; February 5,1979.

Arkansas Oil and Gas Commission; February
12,1979.

New York State Department of
Environmental Conservation; February 23,
1979.

State of Oklahoma Corporation Commission;
March 29,1979.

Osage Agency, Osage County, Oklahoma
Bureau of Indian Affairs; April 2,1979.

'Copies of these reports are available
for public inspection in the
Commission's Office of Public
Information, Room 1000, 825 North
Capitol Street, N.E., Washington, D.C.
20426.
Kenneth F. Plumb,
Secretary.

[Docket No. R79-3]
[FR Doc. 79-11513 Filed 4-12-7, &45 am]

BILLING CODE 6450-01-M

Notice of Receipt of Report of
Determination Process

March 30,1979.
Pursuant to section 18 CFR 274.105 of

the Federal Energy Regulatory
Commission's Regulations, a
jurisdictional agencymay file areport
with the Commission. describing the
method by which such agency will make,
certain determinations in accordance
with sections 102, 103, 107, and 108 of
the Natural Gas Policy Act of 1978.

Reports in conformance with 18 CFR
274.105 have been received by the
Commission from the following
jurisdictional agencies:

Agency and dae-
State of New Mexico Energy and Minerals

Department, Oil Conservation Division;
November 29,1978.

State of Louisiana Department of
ConservationNovember 29, 17

Railroad Commission of Texas; November 30,
1978.

West Virginia Department of Mines, Oil and
Gas Division; November 30,1978.

Alabama State Oil and Gas Board; November
30, 1978.-

State Oil and Gas Board of Mississippi;
November 30.1978.

Kansas State Corporation Commission,
Conservation Division; November 30,1978.

State of Michigan, Department of Natural
Resources, Geological Survey Division;
December 1, 1978. Supplemental Report.
March 7, 1979.

State of California Department of
Conservation, Division of Oil and Gas;
December 4.1978.

Commonwealth of Virginia Department of
Labor and Industry, Division of Mines and
Quarries, December 4.1978.

State ofVyoming Office of Oil and Gas,
Conservation Commission; December 4.
1978.

State of Colorado Department of Natural
Resorces December 5.1978

State of Ohio Department of Natural
Resources. Division of Oil and Gas;
December 6.1978.

State of Alaska Oil and Gas Conservation
Commission; December 11. 1978.

State of Arizona Oil and Gas Conservation
Commission; December 14,1978.

State of Nebraska Oil and Gas Conservation
Commission; December 15,1978.

State of Tennessee Oil and Gas Board.
December 19,1978.

State of IndianaDepartment of Natural
Resources; December 26,1978.
Supplemental Report. March 26.1979.

State of Pennsylvania Department of
Environmental Resources, Division of Oil
and Gas;, December26.1978.

State of Florida Department of Natural
Resources; January 3.1979.

State of North Dakota Geological Survey.
January 4,1979.

State of flhinois, Department of Mines and-
Minerals. Oil and Gas Division; January 5.
1979.

United States Department of Interior.
Geological Survey; January 19,1979.

Stale of Montana Department of Natural
Resources and Conservation; January 29.
1979.

State of Utah. Department of Natural
Resources. Division of Oil, Gas, and
Mining. January 30,1979.

Commonwealth of Kentucky Department of
Mines and Minerals, Division of Oil and
Gas Conservation; February 51979.

Arkansas Oil and Gas Commission; February
12,1979.

New York State Department of
Environmental Conservation; February 23,
1979.

State of Oklahoma Corporation Commiss on:
March 29,1979.

Copies of these reports are available
for public inspection in the
Commissfon's Office of Public
Information, Room 1000, 825 North
Capitol Street, N.E, Washington, D.C.
20426.
Kenneth F. Plumb.
Secridmy
[Docket No. RM79-3l
[FR Dom 79-11 0 Fled 4-1*',M 8:45 am
BILLING CODE 6450-.01-4

Shell Oil Company (Operator) etaL;
Notice of Applications for Certificates,
Abandonment of Service and Petitions
to Amend Certificates 1

Take notice that each of the
Applicants listed herein has filed an
application or petition pursuant to
Section 7 of the Natural Gas Act for
authorization to sell natural gas in
interstate commerce or to abandon
service as described herein, all as more
fully described in the respective
applications and amendments which are
on file with the Commission and open to
public inspection.

It appears reasonable and consistent
with the public interest in this case to
prescribe a period shorter than 10 days
for the filing of protests and petitions to
intervene. Therefore, any person
desiring to be heard or to make any
protesrwith reference to said
application should on or before April 16.
1979. file with the Federal Energy
Regulatory Commission, Washington.
D.C. 20426, a petition to intervene or a
protest in arcordance with the
requirements of the Commission's Rules
of Practice and Procedure (18 CFR 1.8 or
1.10). All protests filed with the
Commission will be considered by it in
determining the appropriate action to be
taken but will not serve to make the
protestants parties to the proceeding.
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing therein must file a
petition to intervene in accordance with
the Commifssion's Rules.

Take further notice that, pursuant to
the authority contained in and subject to
the jurisdiction conferred upon the
Federal Energy Regulatory Commission
by Sections 7 and 15 of the Natural Gas
Act and the Commission's Rules of
Practice and Procedure a hearing will be
held without further notice before the
Commission on all applications in which
no petition to intervene is filed within
the time required herein if the
Commission on its own review of the
matter believes that a grant of the
certificates or the authorization for the
proposed abandonment is required by
the public convenience and necessity.
Where a petition for leave to intervene
is timely filed, or where the Commission
on its own motion believes that a formal
hearing is required, further notice of
such hearing will be duly given.

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for Applicants to appear or
to be represented at the hearing.
",is D.Cashel

I This notice does not provide for consolidation
for hearing of the several matters covered herein.
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Docket No. and date ied Applicant Purchaser and Location Price 1,000 ft 3 Premsur0 baso

C169-266, Feb. 8, 1974 ' Shell Oil Company (Operator). 'et A, One Shell Texas Easten-Trarsrr .slon Corporation, Vermltilon -- . .. . .. 15.025

Plaza, P.OBox 2463, Houston, Texas 77001. Block,164 Field, Offshore Louisiana.

C174-749, C, Mar. 21,1979.. . Placid'Oil Company, 1600 First Natl._Bank Bldg., Michigan Wisconsin Pipe Une Company, OCS-G- (') 15.025

Dallas, Texas 75202., - 2074. Vermilion Block 182. Offshore Louisiana.

C178-310, C, Mar. 19, 1979....- Cities Service Cdmpany, P.O. Box 300, Tulsa, Olda, Southern Natural Gas Company, SE/4 SE/4 of (') 15.025,

homa74101. Main Pass Block 289 end NE/4 SE/4 of Main
Pass Block 289. Offshore Louisiana.

C179-324, A, Mar. 22. 1979 - Union Texas Petroleum, a Division of Alied Cheml- Columbia Gas Transmission Corporation. Blocks (1473

cal Corporation, P.O. Box 2120, Houston, Texas 384 and 385. Eugene Island Area, South Addi-
77001. lion, Offshore Louisiana.

C79-325, A, Mar. 22 1979 - Union Texas petroleum, a Division of Al'ed Cheral- Texas Eastern Transmission Corporation. Blocks (') 1473

cal Crpo3ot., 384 and 385. Eugene Island Area, South Addi.
tion, Offshore Louisian

C179-326, A, Mar. 22, 1979... Union Texas Petroleum, a Division of Plied Cheml- Northern Natural Gas Company, Blocks 384 and,(') 14.73

cal Corporation. 385. Eugene Island Area. South Addition, Off-
shore Louisiana.

P179-340. A, Mar. 14.1979 . Tenneco Oil Company. P.O. Box 2511, HoUston Tennessee Gds Pipeline Company, Verrnilion Block -') j473

'Texas 77001. -. . 261, Vermilion Block 261 FRid, Offshore Louisl-
ana.

C179-341, A, Mar. 26,1979...... Appalachian- Exploration & Development Inc., -I Conso idated Gas -Supply -Corporation. Barker's (') 14,73

Houston Center, Suite 1000, Houston, Texas Ridge District, Wyoming County, Weas vginia. , -

77002.,
C179-342 A, Mar. 26, 1979 - Diamond Shamrock Corporation (successor to The Arkansas Louisiana Gas Company. Blocks 72/74, 1() 14.73

Shamrock Oil and Gas Corporation),'P.O. Box' 72 arid 73, Main Pass Area, Offshore Lousiana.
631,.Amasrflo, Texas 79173.

C179-343 (CI68-220), B, Mar. 9, -Getty Oil Compary, P.O. Box 3000, Tulsa. Okiaho- Lone Star Gas Company, Madow Natural Gas Unecononecal to operate -

1979. ma 74102. Plant, Stephens County, Oklahoma.
C179-344 (C73-394), B. Mar. 9 ,  Getty Ol Company Lone Star Gas Company. Manlow Natural Gas C.do -

1979. PlaRnt, Stephens County. Oklahoma.
C379-345 (C161-244) B, Mar. 9, --Getty al Company P.O. Box-3000. Tulsa, Okiaho- Lone Star Gas Company, Marlow Natural Gas-- ,do -. .

1979. , , ma 74102. - Plant Stephens. County, Oklahoma.
C179-346, A, Mar. 26, 1979 - American Natural Gas Production Company.' 5075 Michigan Wisconsn Pipe Une Company. Block 146, (1) 14.73

. Westheimer, Suite 1100, Galterla Towers-West South Marsh Island, Area, Offshore Louisiana.
Houston, Texas 77056.

C163-888, D. Mar.20,.1979 - General American Oil Company of Texas, Mead- Columbia Gas Transmission Corporation, Duson Depleted, leases expired and .......
ows Butiding, DallasTexas 75206. feld.'Fayette Parish. Louislana.- plugged and abndorKKL

0164-364, D. Mar. 19, 1979 Geneal American 03 Company of Texas Columbia Gas Transmission Corporation, Duson
Field, Fayette ParL Loulsiana.

C170-478, D, Mar. 19,1979;'General American Ol Company of Texas Transcontinental Gas Pipe Une 'Corporation, West
Cameron Bock 45 Field, Offshore Loulsiana.

079-350, B, Mar. 30, 1979-- Arpahoe Gas ULmited, Suite 640, Continental NaL El-Paso Natural Ga Company. Cerfain Acreage to.
Bank Bldg., 3333 South Bannock Street, Engie- cated In the Washington Ranch Field, Eddy
woodCoo. 80110. County. New Mexico. (-

C79-351, B. Mar. 29, 1979.. - - BlackRiver -Corporation. 2100 Frst'Natl. Bank El Paso Natural Gas Company. Certain Acreage to..
Bklg., Midland, Texas 79701. cated in the WsIngton Ranch Field, Eddy

County, New Mexico:

C179-352, (C72-381), B, Apr. 3, Texas.Oil & Gas Corp, Fidelity Udlon Tower. EI.Paso Natural Gas Company. Yucca Butte Faed, Depleted,. leases reassigned to
1979. Dallas, Texas 75201. Pecos County, Texas. Exxon Companyr, USA, ort

June 17.1973 and plugged end
abandoned.

C179-353, B, Apr. 2 1979 - - Yucca Petroleum Co., P.O..Box 2585, Amarillo, Panhandle Eastern Pipe Une Company. NEV4 SW Depeted........... . .

Texas 79105. 4 Se6ton 2, 3N-9ECM, Cimmaron County. Okla-
homa.

'Application to Include interest of Exxon Corporation on dedicated ilterest.
'Applicant is filing under Gas Sales Contract dated May 17, 1974. amended by amendment dated June 1. 1978.
-'Applicant Is ilingtunder Gas Sales-andPurchase Agreement dated May 20, 1977, amended by Letter Agreement dated Jamn. 16,1979,
'Applicant is willing to accept the approprate Natural Gas Policy Act of.1978 rate.
$Applicant Is filing under Section'102(')(l).of the Natural Gas Policy Act of 1978.
OApp!icant Is filing underGas Purchase Contract dated Sept. 15,1978.
Applicant is filing under Section 104 of the Natural Gas Policy Actof 1978 without prejudice to the right to establ'a higher price permitted by t Act

*Applicant and Purchaser are affiliated.
-'Revislon of unit boundaries for the Stutes Sand Unit "L" by Order No. 197-C-15 of the State of Louisiana Office of Conservation.
"'Cossa lion of production In July 1974. from State Lease 5326 Well No. 1 due to depeletion of the Planulina 1-A reservoir and the related lease expiration on October 24, 1974.
"1 By Purchase and Sale Agreement dated Jan. 1, 1979. ("Agreement). Arpah6b.has'agreed to sell certain leasehold Interest in the properties as described to El Paso for El Poso'es u30 In

Its Washington Ranch St6rege Project.
"By Purchase andSale Agreement dated Mar.12, 1979, (CAgreement"), Black.River has agreed to sell certain lease*ld Interest In the properties as described to El Paso for El Paso' u

In Its Washington Ranch Storage Project.

Fin Cod:.A-nitial Service. B-AbandonmenL C-Amendment to add acreage. D-Amendment to delete acreage. E-Tota S eon. F-Partial Sccession.-

(Docket No. C169-260 etc.]

(FR Dec. 79-:11534 Filed 4-12-79; 8:45 am]

BILLING CODE 6540-01-U
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Southern Natural Gas Co.; Petition To
Amend
April 6,1979.

Take notice that on March 20.1979,
Southern Natural Gas Company
(Southern), P.O. Box 2563, Birmingham,
Alabama 35202, filed in Docket No.
CP70-7 a petition to amend, the order of
October 29,1969, issued in said docket
pursuant to Section 7(c) of the Natural
Gas Act so as to authorize an increase
in its contract demand sales of natural
gas to Atlanta Gas Light Company
(Atlanta) from 740,080 Mcf per day to
744,535 Mcfper day, the delivery of such
additional gas at the delivery points
formerly used to serve the City of
Dallas, Georgia, and the Gas Board of
Villa Rica, Georgia, and the elimination
of its sales of naturalgas to the
aforementioned customers, all as more
fully described in the petition which is
on file with the Commission and open to
public inspection."

Southern states that it has been
advised by Atlanta that Atlanta has
received approval from the Georgia
Public Service Commission to, purchase
the natural gas system of the City of
Dallas and for the assignment of
Southern's service agreement with the
City of Dallas. Additionally, states
Southern, Atlanta also received-
approval from the Georgia Public
Service Commission for the purchase of
the City of VillaRica's natural gas
system and for the assignment of
Southern's servide agreement with the
Gas Board of-Villa Rica.

Southern indicates that Atlanta has
requested that Southern amend the
service agreement between Southern
andAtlanta toinclude two new delivery
points with contract demands of 2,180
Mcf and 2,275 Mcf at the City of Dallas
and the City of Villa Rica respectively,

- and to reflectAtlanta's assumption of
the service agreements at these two
locations from Southern.

Any person desiring to be heard or to
make any protest with reference to said
petition should on or before April 30,
1979, file with the Federal Energy
Regulatory Commission, Washington,
D.C. 20426, a-petition to.intervene or a
protest in accordance with the
requirements of the Commission's Rules
of Practice andProcedure (18 CFR 1.8 or
1.10] and the Regulations under the
Natural Gas Act (18 CFR157.10). All
protests filed with the Commission will
be considered by it in determining the
appropriate action to be taken but will
not serve to make the protestants
parties to the proceeding. Any person

'This proceeding was-commenced before the
FPC. By jointreguation of October 1, 1977 (10 CFR
1000.1]. it was transferred to the Commision.

wishing to become a party to a
proceeding or to participate as a party in
any hearing therein must file a petition
to intervene in accordance with the
Commission's Rules.
Laus 0. casheu,
Acffw~crelawy.

[Docket No. CN'0-71
mF Doc. 79-11514 Fled 4-1--7 M c.1
BILLING CODE 6450-014M

Southern Natural Gas Co. and Sonat
Exploration Co.; Informal Settlement
Conference
April 9,1979.

Take notice that on April 18,1979, at
10:00 a.m. an informal settlement
conference will be convened of all
interested persons in the above-entitled
proceedings.

Customers and other interested
persons will be permitted to attend; but
if such personshave not previously been
permitted to intervene by order of the
Commission, attendance will not be
deemed to authorize intervention as a
party in this proceeding.

The conference will be held at the
offices of the Federal Energy Regulatory
Commission, 825 North Capitol Street,
N.E., Washington, D.C. 20426. The exact
location will be posted on the second
floor on the morning of the conference.
Los n. C6.1-11

[Docket Nos. QCP7-659 a d C77-41
[FR floc. 7-11515 Fled 4-2z- &45 a=]
BILLING CODE 6450-01-M

Southern Natural Gas Co4 Notice of
Application
April 6,1979.

Take notice that on March 19,1979,
Southern Natural Gas Company
(Applicant), P.O. Box 2563, Birmingham,
Alabama 35202, filed in Docket No.
CP79-227 an application pursuant to
Section 7(c) of the Natural Gas Act for a
certificate of public convenience and
necessity authorizing the construction
and operation of certain pipeline
facilities, all as more fully set forth in
the application on file with the
Commission and open to public
inspection.

The application states that the
Tennessee-Tombigbee Waterway
Project in Lowndes County, Mississippi,
is presently being constructed by the
United States Army, Corps of Engineers,
and that said Project would raise the
water level of the river at the point
where iris crossed by Applicant's
pipelines by approximately 15 to 20 feet.
making the depth of water over

Applicant's pipeline some 25 to 30 feeL
Applicant states that its 22-inch North
Main Line and 22-inch North MainE Loop
Line each have three 12-fnch pipelines
crossing the Tombigbee River. The 24-
inch Second North Main Line has four
12-inch pipelines crossing the River, it is
said. Applicant states that the 22-inch
river-crossing lines are all suspended
and exposed in some places on the
bottom of the river, and that they have
become entwined andintermingled with
each other approaching the east bank
and in the center of the projected
channel to the point that it would be
difficult if not impossible to repair any
of these lines if a failure were to occur
after the water is raised. The fourriver-
crossing pipelines on the 24-inch Second
North Main Line are not as susceptible
to damage because they are buried and
separated, it is stated. Applicant avers
that heretofore all these crossing lines
could be repaired and adjusted during
periods of low water. Applicant further
avers that with the vastly increased
water level caused by the Tennessee-
Tombigbee Waterway Project, however,
Applicant would no longer be able to get
to the crossing lines of its 22-inch North
Main Line and 22-inch North Main Loop
Line for purposes of maintenances and
repair because the use ofnormal
maintenance methods and equipment
would no longer be possible.
Consequently, in order to maintain safe
operation and continuity of service on
its 22-inch North Main Line and 22-inch
North Loop- Line, Applicant proposes to
construct and operate approximately
2,700 feet of 20-inch pipeline to act as an
auxiliary to Applicant's present
pipelines crossing the Tombigbee River.
The 20-inch auxiliary pipeline would
connect with Applicant's existing 22-
inch North Main Line and 22-inch North
Main Loop Line near the river-crossing
headers of Applicant's existing pipelines
on either side of the Tombigbee River, it
is said.

Applicant states that these new
facilities would be operated as an
integral part of its present system and
would not result in expansion of
Applicant's sales or service. From a
practical standpoint, the additon of one
20-inch auxiliary line would not increase-
the capacity on the two 22-inch lines
between Applicant's Louisville and
Reform Compressor Stations, it is stated.

The estimated cost of the proposed 20-
inch auxiliary pipeline is $63,100. which
cost Applicant would finance initially-
by short-term financing and/or cash
from current operations, and ultimately
from permanent financing, it is said.

Any person desiring tobe heard orto
make anyprotest with reference to said
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application should on or before April 30, answer in opposition to the petition iled
1979, file with the Federal Regulatory by First Mississippi Corporation.. -
Energy Commission, Washington, D.C, Notice is-hereby given that at the
20426, a petition to intervene or a protest meeting held April 4, 1979,-the ....
in accordance with the requirements of Commission determined not to exercise
the Commission's Rules of-Practice and its discretion to grant the petition for
Procedure (18 CFR 1.8 or 1.10) and the- . reconsideration. Therefore, the petition
Regulations under the Natural Gas Act, is deemed denied.
(18 CFR 157.10). All protests filed with Kennet hrPIumb,
the Commission will be considered by it S-ertary.
in determing the appropriate action to [Docket No. CI75-45 etc.]
be taken but'will not serve to-make the [FRDoc-79-11517 Filed4--71R &45 an

protestants parties to the proceeding.- BILUNG CODE 6450-01-M
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing thereinmust file a Tennessee Gas Pipeline Co. et al.;
petition to intervene in accordance with Notice of Petition To Amend
the Commission's Rules. April 5,1979.

Take further notice that, pursuant to In'the matter of Tennessee Gas'
the authority contained in and subject to Pipeline Company, a Division of
jurisdiction conferred upon the Federal Tenneco Inc.; Midwestern Gas
Energy Regulatory Commission by.- Tiansmission Company; Southern
Sections 7 and 15 of the Natural Gas Act Natural Gas Company.
and the Commission's Rules of Practice Take notice that on March 29, 1979,
and Procedure, a hearing will be held Tennessee Gas Pipeline Company, a
without further notice before the Division of Tenneco Inc. (Tennessee),
Commission or its designee on this P.O. Box 2511, Houston, Texas 77001;
application if no petition to intervene is and Midwestern Gas Transmission
filed within the time required herein, if -Company (Midwestem), 1100 Milam
the' Commission on its own review of the Building, Houston, Texas 77002, filed in
matter finds that a grant of the - - Docket No. CP 78.:327, eta., a petition
certificate is required by the public to amend the order issued January 2,
convenience-and necessity. If a petition ,  1979,1in the instant docket pursuant to
for leave to intervene is timely filed, or-if - Section 7(c) of the Natural Gas Act
the Commission on its own motion requesting the Commission to clarify
believes that a formal hearing is - ordering paragraph (B) and further to
required, further notice of such hearing authorize the establishment of an
will be duly given. - ' additiorial point of delivery, all as more

Under the p'ocedure herein provided fully set forth in the petition to amend
for, unless otherwise advised, it will be which is on file with the Commission
unnecessary for Applicant to appear or and-open-for-publicinspection.. -
be represented at the hearing. ' Tennessee and-Midwestern state that,
Los D. cashell. - they request the Commission to clarify
Acting Secretary. ordering paragraph (B) of said order so

DoeN. as to reflect as stated at page-5 in the[Docket No. CP79-27 F4joint application and in Articles 2.1 and(FR Doc. 70-11516 Filed 4-12-M,; 8:45 am)

BILUNG CODE 64S-01-U 2.2 of the limited term agreement dated
-- -' May 19, 1978, between Southern Natural

Gas-Company and Tennessee and a like
Tenneco Oil Company, et a.; Denial Of- agreeIment, dated May 19, 1978, between
Petition ' Midwestern and Tennessee that

i 6, Tennessee and Midwestern have anApril 6,1979. ,option to-accept volumes in excess of
On November 13, 1978, First . iuch specified daily injection and

Mississippi Corporation filed a petition withdrawal quantities. Tennessee and
for further consideration of Opinions M MIdwestern would accept up to an
No. 10 and 10A. On February 27,1979, aggregate volume of 15,000,000 Mcf
First Mississippi filed a supplement to during'any injection periodit is said.1

its pennon for reconsideraton. un
January 12, 1979, Air Products -and"
Chemical, Inc., filed a motion for
reconsideration. Motions in support of
the petitions for futher consideration
have been filed by Senator James 0.
Eastland and Mississippi Congressmen,
and the Louisiana Congressional -

Delegation. On December 12, 1978,
Associated Gas Distributors filed an

'Ordering paragraph (B) of the January 2.1979
order.authorized the transportation of an injection
quantity of up to 55,000 Mcf per day and a
withdrawal quantity of up to 85,000 Mcf pe; day.
Tennessee further states that it requests
authorization to establish an additional delivery
point at an existing interconnection between
Tennessee and Southern on the downstream or.
upstream side of Tennessee's meter located ata
point in Clarke County, Mississippicalled -
Enterprise.

Pursuant to a-letter aireement dated
March 22,1979, between Southern and
Tennessee, such additional point Is
agreed to as permitted by Articles 1,6
and 1.9; of the agreement of May 19,
1978, it is said.

Any person desiring to beheard or to
make any protest with reference to said
petition to amend should on or before
April 27, 1979, file with the Federal
Energy Regulatory Commission,
Washington, D.C. 20420, a petition to
intervene or a protest in accordance
with the requirements of the
Commission's Rules of Practice and
Procedure (18 CFR 1.8 or 1.10) and the
Regulations under the Natural Gas Act
(18 CFR 157.10). All protests filed with
the Commission will be considered by it
in determining the appropriate action to
be taken but will not serve to make the,
protestants parties to the proceeding,
Any person wishing to become a party
to a proceeding or to participate as a
party in any hearing therein must file a
petition to intervene in accordance-with
the Commission's Rules.
Lois D. Cabll,Actlng
Secret a.

[Docket No. CP78-327 ot aLl
[FR Doc. 79-11518 Filed 4-1-79; 8:45 aml
BILLING CODE 6450-01-1

United Gas Pipe Une Co.; Notice of
Application
April 5, 1979.,

Take notice that on March 19, 1979,
United Gas Pipe Line Company (United),
P.O. Box.1478, Houston, Texas,77001,
'filed in Docket No. CP79-226, an
application pursuant to Section 7(c) of
the Natural Gas Act for a certificate of
public convenience and necessity
authorizing United to render farm tap
service to James M. Lewis pursuant to
the terms of a right-of-way easement
entered into between United and Lewis,
all as more fully set forth in the
application on file with the Commission
and open to public inspection.
. It is stateaI that James M. Lewis

granted United an easement through his
lands in Beauregard Pariih, Louisiana,
to facilitate the construction of a
segment of United's Boise Southern 12-
inch line. In partial consideration for
said easement,,United agreed to deliver
gas to grantor-landowner through a local
gas distribution company, Entex, Inc.
(Entex).

United requests authorization to serve
Lewis through Entex. Entex hag advised
United of its ability to provide the
service from within the seasonal
volumetric limitations established by the
Commission for its purchases from
United. A tap is already in place and no
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new facilities need be constructed by
United. It is estimated that deliveries
will be about 80 Mcf of natural gas per
year.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before April 27,
1979, file with the Federal Energy -
Regulatory Commission, Washington,
D.C. 20426, a petition to intervene or a
protest in accordance with the
requirements of the Commission's Rules
of Practice and Procedure (18 CFR 1.8 or
1.10) and the Regulations under the
Natural Gas Act (18 CFR 157.10). All
protests filed with the Commission will
be considered by it in determining the
appropriate action to be taken but will
not serve to make the protestants
parties to the proceeding. Any person
wishing to become a party to a
proceeding or to participate as a party in
any hearing therein must file a petition
to intervene in accordance with the
Commission's Rules.

Take further notice that pursuant to
the authority contained in and subject to
jurisdiction conferred upon the Federal
Energy Regulatory Commission by
Sections 7 and 15 of the Natural Gas Act
and the Commission's Rules of Practice
and Procedure, a hearing will be held
without further notice before the
Commission or its designee on this
application if no petition to intervene is
filed within the time required herein, if
the Commission on its own review of the
matter finds that a grant of the
certificate is required by the public
convenience and necessity. If a petition
for leave to intervene is timely filed, .or if
the Commission on its own motion
believes that a formal hearing is
required, further notice of such hearing
will be duly given.

Under the procedure herein provided
for, unless otherwise advised, t will be
unnecessary for Applicant to appear or
be represented at the hearing.
Lois D. Casael
Acting Secre .rv

[Document No. CP7S-2z6]
[FR Doc. 79-11519 Filed 4-124-19 845 am]

BILNG CODE 6450-01-M

ENVIRONMENTAL PROTECTION
AGENCY

Availability of Environmental Impact
Statements

AGENCY. Office of Environtmental
Review. Environmental Protection
Agency.
PURPOSE: This Notice lists the
Environmental Impact Statements which
have been officially filed with the EPA

and distributed to Federal Agencies and
interested groups, organizations and
individuals for review pursuant to the
Council on Environmental Quality's
Regulations (40 CFR 1506.9),
PERIOD COVERED: This Notice includes
EIS's filed during the week of April 2 to
April 6,1979.
REVIEW PERIODS: The 45-day review
period for draft EIS's listed in this
Notice is calculated from April 13,1979
and will end on May 29,1979. The 30-
day wait period for final EIS's will be
computed from the date of receipt by
EPA and commenting parties.
EIS AVAILABIUTY. To obtain a copy of an
EIS listed in this Notice you should
contact the Federal agency which
prepared the IS. This Notice will give a
contact person for each Federal agency
which has filed an EIS during the period
covered by the Notice. If a Federal
agency does not have the EIS available
upon request you may contact the Office
of Environmental Review, EPA for
further information.
BACK COPIES OF EIS'S: Copies of EIS's
previously filed with EPA or CEQ which
are no longer available from the
originating agency are available from
the Environmental Law Institute, 1346
Connecticut Avenue, Washington, D.C.
20036.
FOR FURTHER INFORMATION CONTACT.
Kathi Weaver Wilson, Office of
Environmental Review A-104,
Environmental Protection Agency, 401 M
Street. SW., Washington, D.C. 20460,
(202] 755-0780.
SUMMARY OF NOTICE: Appendix I sets
forth a list of EIS's filed with EPA during
the week of April 2 to April 6,1979, the
Federal agency filing the EIS, the name,
address, and telephone number of the
Federal agency contact for copies of the
EIS, the filing status of the HIS, the
actual date the EIS was filed with EPA,
the title of the EIS, the State(s) and
County(ies) of the proposed action and a
brief summary of the proposed Federal
action and the Federal agency EIS
number if available. Commenting
entities on draft EIS's are listed for final
EIS's.

Appendix H sets forth the EIS's which
agencies have granted an extended
review period or a waiver from the
prescribed review period. The Appendix
II includes the Federal agency
responsible for the EIS, the name,
address, and telephone number of the
Federal agency contact. the title, State(s)
and County(ies) of the EIS, the date EPA
announced availability of the HIS in the
Federal Register and the extended date
for comments.

Appendix III sets forth a list of EIS's
which have been withdrawn by a
Federal agency.

Appendix IV sets forth a list of EIS
retractions concerning previous Notices
of Availability which have been made
because of procedural noncompliance
with NEPA or the CEQ regulations by
the originating Federal agencies.

Appendix V sets forth a list of reports
or additional supplemental information
on previously filed EIS's which have
been made available to EPA by Federal
agencies.

Appendix VI sets forth official
corrections which have-been called to
EPA's attention.

Dated. April 10,1979.
A-MM N. HdensmI.,

Appendix I
FPS'S Filed With EPA DuriLng the Week of
April2 to 6,1979

Department of Agriculture
Contact: Mr. Barry Flamm, Coordinator,

Environmental Quality Activities, Office of
the Secretary, U.S. Department of
Agriculture, Room 412A Washington, D.C.
2025, (202) 447-3965.

Forest Service
Draft

IslandPark Geothermal Area. Leasingl
Development. Fremont County, Idaho;
Gallatin Cbunty. Montana; and Teton County,
Wyoming. April 7- Proposed is the leasing of
488,031 acres of the island park geothermal
area (IPGA] located in Fremont County.
Idaho; Gallatin County, Montana; and Teton
County. Wyoming. The IPGA contains two
areas classified as known geothermal
resource areas (KGRA). These lands are
administered by USDA (447,346 acres] and
DOI (10.685 acres). The six alternative
actions range from no leasing, to partial
leasing with conditions to entire area leasing.
More than seventy lease applications have
been submitted for lands outside the KGRA
and would be approved noncompetitively.
(EIS Order No. 90343.)

Rural Elect'j icat ion Ad inisttration
Draft supplement

Wolcott-Malta 230KV transmission, Yampa
project. Colorado counties of Eagle, Pitkin,
and Lake. April 3: This statement
supplements the final EIS on the Yampa
project filed with CEQ on August 5,1974 (EIS
#41256]. The proposed action concerns the
use of REA guaranteed loan funds to finance
the construction of a 230KV transmission line
and the related terminal facilities from
Wolcott to Malta. Colorado. The supplement
examines the impacts of the transmission line
and the altered routing. All construction for
this line and related terminal facilities will
take place in Eagle, Pitkin and Lake Counties,
Colorado. Alternatives include no action.
alternate corridors, construction methods and
materials, and load management and
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conservatio. (LSDbA-REA-ESLADM1--74-2-

F]DS. (EIS Order No. 90Z45,).,

Soil Conservation. Service

Final
San Miguelito Subwatershed; Santa Ynez

River, Santa Barbara County, California-,
April 2.Proposedlista plan for the San.
Miguelito subwatershecLas related. to the
Santa Ynez flood.prevention project located.
in Santa Barbara. County,.California.. The
project includes: ({I] Maintaining, existing land
treatment measures in.the upper watershed,
(2) structuralmeasures inclhding-the-
enlarging of an" existing debris basir and the-
enlarging and concrete lining of an existing.
2.7 miles of earthen channel, (3} concrete
lining, of an-existing-0.2 mile earthen-dan
above the debris basin, and (4)landscaping
as right-of-way permits. Comments made by:
COE, DOC, DOI, EPA, AHP,' State and local
agencies, groups, individuals ancibusinesses.
(EIS Order No. 90339.];

U.S., Army Corpkof Engineers

Contact: Dr. C. Grant Ash, Office of
Environmental Policy, Attn: DAEN-CWR-P.
Office of, the Chief of Engineers, U.S. Army
Corps of Engineers, 1000Independence
Avenue, S.W.. Washington. C.20314, (202)
693-6795.
Draft

Corte Madbra. Creek Frond Contror Ploject,
Unit 4, Marin County, California, April 3.
Proposed is a flood control plan for the Carte
Madera Creek located in the town of Ross,
Marin County; California. The plan will
Include: (1) Constructiorro 610-foot loig
transition sectiorifrom-the existing
rectangular-concrete channeLupstreamto the
Lagunitas. Road Biidge. (2Ji approximately
1,120-feet of channel would be cl~ared and:
riprap protection: would be proifded (3),
construction of Z,000. feet: ofset-back concrete
flood.control-walls, and, (4] constructionof a.
new LagunitasRoad-Bridge. This revise&
draft statement replaces a; draft ESNo-.
41365,. filed 8-28-74 (San FranciscoDistrict) ;

(EIS Order No, 90344.)
Sheboygan harbor O/M Sheboygan River-

Lake Michigan,. Sheboygan County,,
Wisconsin April 2-Proposed is the continued,
maintenance of the existingFederal-
navigation channels, and harbor structures. at
Sheboygan harbor on the western shoreLof
Lake Michigan, at the mouth of the
Sheboygan, River, Sheboygan County,
Wisconsin. Maintenance dredging will'
require the removal of about 300,000 cubic
yards of sediments crassffiedas.unsuitable
for open-lhke dsposat Therefore an 11.35-
acre confined disposal;facility wilLbe.
constructecdin the existing north: outerharbor
area. (rhicago Districtl (EIS Order No. 90340.r.

Department of Commerce

Contact- Dr. SidneyR Galler,,Yeputy
Assistant Secretary, Environmentral Affafrs,
Department of Commerce, Washington, D.C.
20230k (202) 377-4335.

EconomicDevelopmentAdminstratiozr

Draft
Riverfronr Cbmmerciar Ueveiopment,

Jeffersonville, Clark 1 bunty. Indiana, ApriL&

The-proposed action is the. approval of-the
title IX implementation. grant tothe River
Hills regional planning commission.The
proposed grantwould stimulate riverfront
commerciar development in the city of
Jeffersonville, Clark County, Indiana. The city
has receive&the assurances of private
developers:interested ir Improving the
riverfront area. The grant Wouldibe
consistent with the thrust for business and
industrfal development, somehuman
resources- development goals, and the
development of tourfsm-and recreation. (EIS
OrderNa. 90361-4

Natfonal Oceanic andAtmoshevic
Admini tratfon
Draft

Reef Fish Resources of the Gulf of M&xico,
FMP, Gulf of Mexico April 3-Proposed is a
fishery management plar for the reef fish
fishery of the Gulf of Mexico.The basic.
_objective wilLbe ta- manage these stocks for
their optimum-yield fra domestic~usergrbups.

- Specific objectives are to- (1].Rebuild the
declining reef fish stocks wherever they occur
within the fishery, (2.establisiafishery
reporting system, C3] increasehabitat for reef
fish to increase population andprovide
protection for juveniles, whiie'protecting
existing an&new habitats, and (41 minimize

- resource and spaceconflictsbetween user
groups. (EIS.Order No.90342.
Draft

East and West Flower Gardens-,.Marine
Sanctuary., Gulf of Mexico,, April 8.-The
proposed action is the Marine Sanctuary-
designation of the east and west flower
garden banks- and the preferred regulatory-
alternative for controlling activitfes at the
site. The bankxlie more than I00Xmiles.
offshore Texast and-Louisianain the Gulf of
Mexico and are biologically unique, and
important. They contain the northwestern
most living coral reefs in the Gulfs Outer
Continental Shelf The live reefcontains 18'
coraltspecies, more than 100 species of
Caribbean.reeffistl and moretharfi200.
invertsbrate species& (EISOrderNo.90363.)

DepartmentofDer'ense, Navy
Contact- Mr. EdlJohisonj ead,

environmental impact statement, RDT&E
branck Office of the ChiefofLNaval
Operations, Department! of theNavy.
Washington, DC. 2035G C202) 697-3689.
Draft

Tridenrtredging, Thames River ChanneL'
Groton, New London CountyConnectcut.
April5: The-proposed actianifs-the proposed.
dredging of the Thames River Channel,
located.near Groton andNew London, New
London- County, ConnecticuLThe-proposed.
action will increase thebchannel depth froma.
present 36 feetto 40 feetatmeanlow water.
This actibn will permitsafe and
unencumbered fransit' athe TridenL
submarine from the Navy's ship construction
contractorat Groton tar the open sea. Other
thanr theproposeE chanmel dredging- the only-
alternatfveis:a modification to, theTrident
sea trial program: to allow formovdment of
the submarine, in the present channel (EIS
Order No. 90354.)

Department of Energy

Contact, DrRobert Stern; Acting Ditector,
NEPA Affairs-Division. Department of
Energy, Mail Station E-201 GTN,
Washington, D.C. 20545 (2021376-59908.
Final Supplement

Strategi&Petroleum Reserve Program (S-al
Programmatc April 5: This, statement
supplements a-final EIS, filed with CEQ In
December of 19764 The Federal Energy
Administration proposes to implement the
strategic.petroleum reserve, title 1l, Part 11of
the Energy Policy and Consdrvation Acrof
1975. Thepurpose of the reserve Is to mitigate
the economic-impacts orony future
interruptions of petroleum imports, The
impacts, f storing one hundredlfifty millibn
barrels-, (mmblof oi~by:1978 and five hundred
mmb-by 1982-was hiddressed it thL-final EIS
and the SPR plan.lt is now proposed that Iha
SPR.be expanded.to storea totalof 1,000
mmb. (DOE/EIS-0034). Comments made by:
DOC, DOI, EPA, State agencies group. (Eg
Ordbr No. 90355.y

Environmental Protection Agency

Contact: Mr. Wallace Stickney, Region I,
Environmental Protection Agency John F.
Kennedy Federal Building.Room 2203,
Boston, Massachusetts, 02203, (617 223-4035.
Draft

Wastewater Collection and Treatment,
Yarmouth, Barnstable County,
Massachusetts, April 6:The proposed action
is the issuance of grant funds, tor the town of
,Yarmouth, Barnstable County,
Massachusetts, for wastewater collection and
treatment facilities. The ES evaluates five-
alternatives for the proposed facilities. The
recommended alternativei a limited system-
which accommodates the documented
wastewmaterneeds of the town.Thlis-
alternati epropose& ar interceptor sewer
-along route 2a and a force main through'
sections of Barnstableto- the Barnstable
treatmentplanL (EIS Order No. 90360.1
Final

Tisbury, W. Tisbury, & Oak Bluffs
Wastewater,.Massachusetts, Aprl15: This.
statement proposes severalalternative
approacheirto the protection of water
resources-in Tisbury, West Tisbury, and Oak
Bluffs, Massachusetts. Its intent ti to fully
explore the impacts associated with
wastewater disposal on water resources and
to clarify the need for wastewater collection
and treatment facilities.in the towns of
Tisbury, West Tisbury, and Oak Bluffs, The
four alternatives under consideration consist
of- (I}No action, (21, improvements ir
nightsoil disposal practices, (3) small scale
approaches to wastewater problems-, and (4)
centralized wastewater collection and.
treatment systems. Comments made by:
HUD, USDA.DO,. HEW,,AHP, State and
local agencies, individuals. (EIS Order No.
90356.]

Department of HUD
Contact: Mr. Richard H. Broun, Director.

Office of Environmental Quality, Roon. 7274.
Department ofHousing and-Urban
Development 451 7tF. Street; S.W.,
Washington, D.C. 20410, (202)'755- 6 300.



Feea eitrIVl 4.N.7 rdy pi 1.1T oie 27

Draft
Treehouse Mortgage Insurance,

Schaumburg, Cook County, Illinois, April 5:
The proposed action is the issuance of FHA
mortgage insurance to Finger Enterprises for
multifamily housing units to be located at the
northeast quadrant of the intersection of
Algonquin and Old Plum Roads in
Schaumburg, Cook County, Illinois. The
proposed project includes 800 multifamily
units on 39.41 acres of land. The units will be
constructed in a total of 16 buildings of 2 and
3 stories and parking will include 1680
uncovered spaces. Open space areas include
proposed recreation facilities. (HUD-ROS-
DEIS-78-17-D). (EIS Order No. 90357.1
Final

Village East Estates, Vista Hills. El Paso, El
Paso County, Texas, April 2. The proposed
action is for the HUD to accept for mortgage
insurance purposes, the proposed Village
East Estates, located near the southeast limits
of the city and county of El Paso, Texas. Over
490 acres will be devoted to single family
housing with approximately 112 acres for
various commercial development. A small
amount of duplex and apartments and land
devoted to school, park, and ponding areas is
also part of the development. (HUD-RO6-
EIS-79-13D). Comments made by: DOI, AHP,
VA. EPA, State and local agencies, groups.
(EIS Order No. 90338.)
Final

Glen Iris Subdivision, Houston. Harris
County, Texas, April 6: The proposed action
is forHUD to accept for home mortgage
insurance the proposed Glen Iris subdivision
on 254-acres located in Harris County, Texas.
When completed in approximately six years
the subdivision will contain about 1,280
single-family homes plus some convenience
shopping facilities. The-applicant is White
and White Incorporated. (HUD-R06-EIS-14F
1979]. Comments made by: EPA, COE, USDA,
AHP, DOL State and local agencies. (EIS
Order No. 90367.)
Draft Supplement

Newfields New Community, Dayton.
Montgomery Countty, Ohio, April 6: This
statement supplements a final-EIS filed with
CEQ on June 19,1973 (EIS No. 31028). The
proposed action is a determination that the
continued development of the Newfields
community located near Dayton. Montgomery
County, Ohio, as a title VII new community is
infeasible and would pose an unjustifiable
financial risk. HUD, therefore, recommends
the following action: (1) Terminate Title VII
status, (2) acquisition of the property through
foreclosure. (3) implementation of planned
disposition, (4) and other actions within the
context of overall settlement agreement. (EIS
Order No. 90365.)

Section 104(I-W
Final

Adams Normandie 4321 Redevelopment,
Los Angeles. Los Angeles County, California,
April 4: The purpose of the proposed project
is to eliminate blighted conditions in the
project area through the initiation and
encouragement of rehabilitation and new
development. The goal of the Adams
Normandie 4321 redevelopment, which is

located in the city and county of Los Angeles,
California, includes the rehabilitation of
dwellings and commercial structures which
do not comply with current standards, newly
constructed dwellings for low/moderate
income and the elderly, new commercial and
manufacturing development and expansion of
park and recreation facilities. Comments
made by: EPA. DOL State and local agencies.
(EIS Order No. 90348.)

Department of Interior
Contact- Mr. Bruce Blanchard. Director,

Environmental Project Review, Room 4256
Interior Bldg., Department of the Interior,
Washington. D.C. 20240, (202) 343-3891.

Bureau of LandManagement
Final

Development of Coal Resources, Powder
River Basin, Converse and Campbell
Counties, Wyoming, April 3: Proposed is a
coal mining and reclamation plan for the
Shell Oil Company's proposed Buckskin Mine
in Gillete, Campbell County, Wyoming. The
purpose of the proposed action is to allow
recovery of 80 million tons of low-sulfur.
subbituminous coal over a 20 year period.
The 600 acre mining area will include: (1)
Surface facilities, (2) access roads, (3] a six-
mile railroad. (4) extension of an existing 69-
KV power line, (5) water supply, and (63
sewage treatment facilities, seven
alternatives are considered. (FES-79-17).
Comments made by: AHP, USDA. DOC,
HEW, DOL DLAB, DOT, EPA. FERC, State
and local agencies, groups, individuals and
businesses. (EIS Order No. 90347.]
Draft Supplement

Phosphate Leasing, Osceola National
Forest in several counties, Florida, April 5:
This statement supplements a final EIS filed
',vith CEQ on June 28,1974 (EIS No. 41065,
USDI-FES-74-37). The proposed action Is the
issuance of 41 phosphate preference right
leases on 52,00 acres of the Oseceola
National Forest located in north central
Florida. The scope of this supplement is
limited to only those impacts, alternatives
and new issues that have surfaced since 1974.
A new alternative discusses the issuance and
leases providing for two benefication plants
in the Osceola National Forest. (DES-79-17).
(EIS Order No. 90351.)

Bureau of Reclamation
Draft

Municipal, and Industrial System,
Bonneville Unit in several counties, Utah.
April 5: The proposed municipal and
industrial system of the Bonneville unit
would be located in Salt Lake, Utah. Summit
and Wasatch Counties In north central Utah.
The project plan would include construction
of Jordanelle Reservoir and power plant on
the Provo River, completion of two aqueducts
now under construction, and modification of
15 upper Provo River reservoirs. The primary
purpose would be to provide 90,000 acre-feet
of water annually for municipal and
industrial use in Salt Lake County and
northern Utah. Several alternatives have
been addressed. (DES-79-18). (EIS Order No.
90358.]

Tennessee ValleyAuthority
Contact: Dr. Harry G. Moore, Jr., Acting

Director, Division of Environmental Planning,
Tennessee Valley Authority, 268 401 Building,
Chattanooga. Tennessee 37401, (615] 755-3161
FS 834-3161.
Draft

500kV Substation and Transmission.
Paradise Plant. Montgomery County,
Tennessee, April 5: The proposed action is
the construction and operation of a 500kV
substation in Montgomery County
Tennessee. The action includes 52 miles of
500kV transmission line from the proposed
subptation to the existing Wilson 500kV
substation and approximately 43 miles of
161kV transmission lines from the proposed
substation to existing 161kV facilities. The
primary power requirements for the area are
supplied by the paradise steam plant. A
number of alternative transmission line
routes and substation sites were considered
along with a no action alternative, alternative
system additions and underground
construction of transmission lines. tEIS Order
No. 90353.]

Department of Transportation
Contact- Mr. Martin Convisser, Director,

Office of Environmental Affairs, U.S.
Depaitment of Transportation. 400 7th Street
SW.. Washington. D.C. 20590, (202] 426-4357.

Federa A viaton Administration
Final

Development projects. Lihue Airport. Kauai
County, Hawaii, April 6: Lihue Airport is
located in the southeastern coast of the
island of KauaL Kauai County, Hawaii, about
two miles east of the town of /ihue. The
basic objectives of the expansion/
development are to reduce the impact of
aircraft operations on schools and residential
areas to the south of the airport and to
provide a highly desired precision instrument
approach capability. Comments made by:
USAF EPA. USCG, COE. DOL DOC, USDA.
DOT, USN, HUD, AHP, groups. (EIS Order
No. 9039.)

Twin County Airport. runway construction,
Menominee County, Michigan. April 4: The
counties of Menominee, Michigan and
Marinette, Wisconsin have submitted a
request for Federal financial assistance,
under the airport development aid program,
for Twin County Airport located in
Menominee County. Michigan. Proposed is
the acquisition of approximately 490 acres of
land. construction of a new NE-SW runway
150X6500 feet with connecting taxiway
system, high intensity runway lights, and an
instrument landing system: enlargement of
the terminal and general aviation aprons;
closing a section of county road 577 and 38th
Avenue: and the relocation of 35 households,
one dairy farm and one retail shoe business.
Comments made by: COE, DOT, USDA. DOL
DOG, EPA, State and local agencies,
individuals and businesses. (EIS Order No.
90349.]
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Federal-ighway-A'dmfnistration.

Draft
NC-SI, N--IG to'US:74, near Matthews,

Mecklenburg County; North Carolina; April 6:
The propqsed action [i the improvement of
existing NC-51 from NC-16 to US,74-i"
Mecklenburg County, North Carolina. The
proposed improvements consistfoiimproving
the existing substandard two-Iane roadway
to provide a modern-two-laneroadway with
some four-lane curb and gutter sections in
and near the town ofM'atthews. Alternatives
to the project include: [11I do-nothng, (21
major relocation of NCG-.5T (3) alternative
bypass locations. of Matthews, and (4y a mass
transit alternative. (FHWA-NC-EIS-7 --
D.) [EIS'Order No. 90366.]' '

SWB9th Ave. to 1-5 Nyberg-Rd/Bypass
Aternativesf Washington County; Oregon,
Aprif4.-Proposecdis the improvement of the:
local street conhection to-I-5i which is'
presently SW89th-Avenue, in the' cityof
Tualatin Washington County- Oregon. The
alternatives consFdered are: (1)No Build, (2)
the extension and, realignment of SWNyberg
Road, and (2J thec6nstructfon of'the SW
Tualatin Sherwood bypass. Both build
alternativeswould.providatbur lZfoottravel
lanes, two in each direction, pavedshoulders,
sidewalk, bicycle paths; a median; and* r
coordinated signal system. (FHWA-OR-EIS-
7g-OZ-D.J CEIS Order No. 90341.F

1-895 and Jamestown-Bridgereplacemenf.
Washington County, Rhode Island..BristoL
County, Massachusetts, Aprir6: The
proposed project is the 1-895 corridor
extending:from 1-95 irRichmond;
Washington County, Rhode'Island to 1 195 in
Swansea, Bristol County,. Massachusetts-
Include& within. this corridor studyfs a

replacement structure for the present
Jamestown Brdge which is'functionally
obsolete and in- need of replacement. The
bridge islocated in North Kingston and
Jamestown, Rhode Islanc across the
Narragansett' Bay. Several, alternatives have
been, addressed. (FHWA-RI / MA-EI S-79-OI-
D.) (EIS Order No, 90362.)

Fina"
US 72, Scottsboio to Tennessee State line,

Jackson County: Alabama, April:S The
proposed action involves the improvement of
US 72from Scottsboro to, theAlabama-
Tennessee State line- in Jackson County.
Alabama.The proposed typical section is a
rural type, four-lane facility to be
implemented.by constructing-two' new lanes
and retaining the present roadway where the
locationis parallel to- the existing road,. and
constructing four new lanes where the route
is onnew location. the lengtlifs 25.5 miles
with an interchange with existing US772,
Northeast ofStevenson. (EE'WA-ALA-EIS-
78-03-FJ Comments'made by: EPA HEW;.
HUDU.TVA, DOI, DO"'COEJSUA.DOC'
AHP, State and local agencies. (EIS Order
No. 90340." ,

US Z Manifstique River bridge relocation,
Schoolcraft County, Michigan, April S This
project proposes" ta congtructianew'US Z
Maitstique-Riverbridge; or new-location,
withirrthe'city of Manis7ffque, Schorcraft,
County, Michigan. The proposed-alfgnment
for th- rerolcatedU SE 2 brfdge approacr" would
be 1.0,mile'in length, oFfree access desfgr,
and would have'five lanes. Terminifor ths'
project wilf be a the relocafecbridge
approach connections wit'exfstingU 2.
Several alternatiyes were consideredi n the
EIS. Commentsmadeby- DQT, EPA,.DOL,

USDA, COE, DOC, USCG, State and local
agencies, groups, individuals and businesses.
(EIS Order No,. 90352.1

PRi0,.Areclbo. to. Ponce, Puerto Rico. April
4- Proposed is the improvement. of PR-10,
from Arecibo to Ponce in Puerto Rico. The
proposed action will. consist of the
contruction of 58.0 kilometers. of Highway
with partial access contror from PR-221 Du
DiegoEkpressway, on the south-east of the
town ofrAecio, to existing route PR-10 on
the north part of the city of Ponce. The
project will be a four-lane divided highway
from route PR-2Z to San Pedro Community.
where it narrows to a two-lane undivided
highway and is maintained for the remaining
of the project's length. The selected
alternative traverses through agricultural' and
Forest Land areas. (FHWA-PR-EIS--75-01-F.)
Comments, made by: HUD, HEW.DOI. EPA,
COE, USDA, State agencies,.businesses. (EIS
Order No.90350.1
Draft suppleinenr

Bridge overMissourl River, MT-230-near
Winifred. Choutea and Fergus Counties,
Montana, April 6. Thfs statement
supplements a final' EIS-filed with- CEQ on,
September 171974- (EIS:No. 41452), The,
purpose of thd-supplement is to assess the,
environmental impacts the project may have
regarding three recent decisions involving the
wild and scenic rivers system.Natlonal
Register of Historic Places and the feasibility
of a recommended alternative. The proposed
project is-locatedinChouteau and Fergus
Counties, Montana. along. the Missouri River.
The proposed bridge wilt span the River on
Route 235 between Big Sandy and Winir ed,

WHA-M--4R1-79-01-DS--2.} (EIS Order
No. 90364.

EISrs- Fired Duringthe Week of Aprll 2to6;-1979

JStatemenLtTlard-ex--By State and Countyl

State- Counly Status StatemenTie Accesslon.No. Date.filed Odg. Agency No.

Alabamnar. - Jackson - Fi.-- US72,.Scottsboro to Tennessee State Un....-
Caiforna- __ Ios.Angees Frsa_ Adams- Normandle-4321 Redevelopment, Los An-

gele.
Main Draft - CorteMademr Creek FloodContro Prolect. Unit 4.-
Santa Final - San Miguelito Subwatershed. Santa Ynez River -_

Colorado.---.- - Eagle. Suppler___ Wbicotr-M'aft23OKVTrnsmisslon; Yampa projet-

EaRe,...... Sippre. Wolcott-Mafta 230KTransisso Yampa Project.
Pitidrr. Suppte...--..-. Wolott-Malta.230KVTransmiL.i Yampa project..

Connecticu t__........ ... New ondon Draft T ident Dredging.Thames River Channel, Groton.-
Forda-. ..... Several Supple_ _ Phosphate Leasing. Osceola National!Forest.......;
Gulf of Meico. ....... . - Draft - Reef Fish, Resourcesof the-Gulf of Mexico;,FMP'_

Draft - East ancd.West Flower Gardens, Marine Sanctuary_
Hawaii_ _ K__ __ _ Final _ DevelopmentProie t. ihuo Airport-....
Idaho ---.-.-..... Fremont..._ Draft- -. Island Park Geothermal AeM. LeasinglDevelopment
Illinois ................. Cook.- - Draft - -Treehouse. Mortgage Insurance. Schaumburg -.
Indiana ............... ark" .. Draft._ RwerfrontCommercal Developmenet. Jeffersorlville_
Massachusetts- - Fina.. Tsbuy.W.TJbury.& Oak Bluffs Wastewatec-

Bristol- ..... .... Draft._. r-895 and Jamestown Brdge Replacement......
Bar slabe' -- Draft...... WastewaterCollection andTreatmet: Yarmouth.-

Michlgan ; Menominee - .... Final- TwirnCountyArport RunwayrConstnuction ....
Scholra. Fa. - US 2. Manistique. River Brjdge Relocaion. -

Montana--.-. --.--- Gallatin Draft . Island Park. Geothermal Armea LeasinglDevelop-
ment.

Choo ,, - Suppre . Brid Over.MsouriRierM1--236 Near Winilred-
Fergus Supple _ Bridge Over Missouri River, MT-236;Near Winilred.

90346 04-03-79 .......... DOT.
90348 04-04-79....... HUD.

90344
90339
90345
90345
90345903.4
90351
90342
90363.
90359
90347
90357
90351
90356
90362
90360'
90349,
90352
90343

04-03-79......- COE.
04-02-79........ USDA.
04-03-7-'....,. USDA.
04-03:-79....... USDA,
04-03-79-79.- USDA,
04-05-79....._. USN,
04-09-7.T..... DOI.
04-03-79 - DOC.

04-06-79..... DOG.
04-06-79.... DOT.
04'-0Z-79 ........... USDA,
04-0-79..... HUDL
4-06-79-. DOC

04-054-7..... EPA.

04-05-79. EPAX
04-04.-79"...... DOT-
04-0-79 ......... DOT.
04-02-79.-. USDA.

90364 '04-06-79....... DOT.
90364 04-06-79..... DOT
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EISs Filed During the Week of April 2 to 6 1979 -Continued

[Statement Title Index-By State " Ce:.ty]

State County Status S'uterne t Ted, Accession No. Date fged Org. Agency No.

North Cao Mecldenburg Draft NC-51. NC-16 to US 74, Ne Matthews 90366 04-06-79 - DOT.
Ohio Montgomery Supple - Newf'itds New Corrret Deylon 90365 04-06-79 - HU-.-
Oregon Washington . Draft- SW 89th Ave to 1-5, tymg RdBypass A.ema- 90341 04-02-79 - DOT

tives.
Programmatic SWp* - Strategic Petrolemn Reserve Prcqran _i 903 04-05-79 - DOE.
Puerto Ficoinal PR-S0. Areoe to Pence 900 04-04--79 - DOT.
Rhode Island Washington Draft_ 1-895 and Ja m own Bridge Rw ,eAc ent_._90.... 3C2 04-06-79 - DOT.
Tennessee Montgomery Draft - 500KV Stetation " Transioa Paradse 90=5 04-05-79 -_ WA.

P'ant.
Texas_ _ _ _ El Paso Fna -l Valap East Estates, VIsta HZts El Pa - 90338 04-02-79 - HUD.

Harris Final Glen fis Sutxivislon, Houston 903 04-06-79 - HUD.
U thh Several Draft i MunI*l and ntr, 'jWAI System. B6re Unit. 90358 04-05-79 - DCt
Wisconsin. Sheboygan Draft - Sheboygan Harbor OIM. Sheorva Rrer.aic 90=40 04-02-79 - COE.

Wyoming Teton Draft - Island Park Gecthem4l Armea. Leas ig Dem-, 90343 04-02-79 - USDA.
ment.

Campbell Final Developoment of C"al Resourc Powder Rvr 90347 04-03-79 - DCL
Basi.

Converse Final Develolpment of Coal Resorces. Powder Kmi~ 90347 04-03-79-. DC(
Basn.

Appendix IL.-Eenslon/,W er ofro w pods on EIS's Ized with EPA

Oa rnaoe

Federal agency contact Trtlo of EIS I"-g "t s/aeesson No. pkll sl-,ed in Warer Dale renew
Fedral tesc terrzrtes

DEPARTMENT OF TRANSPORTAT1ON

Mr. Margin Convisser Director. Office of Environmental Affairs. US 19, Andrews B.pass to US Draft 0140, 02J2011979- Extenion. C-5101179
Department of Transportat n 400 7th Street. S.W Washington 19INC-28 intrsecton NC.
D.C. 20590 (202) 426-4357.
DEPARTMENT OF AGRICULTURE

Mr. Bary Ftamm, Coordinator, Environmental QuaftyActivities, Office Renewable Resourc Draft 90315 041cO679 - Eteson- C6 6/08179
of the Secretary. U.S. Department of Agriculttre, Room 412A. Assessnont/Program
Washington D.C. 20250 (202) 447-365. Direct;on&

Appendix II.--EIS's ied With EPA *t*dh have been ofr'.a!, wthdwran by the &fg!zatng agency

Date notice
of avsaitaoty

Federal agency contact Title of E1S P g s"at'Sacceskn NO. ptlished in Date of
-Federal wt!"411aval

None.

Appendix IV.-Notie of offfdahetract;n

Datea noce
ptlisted in

Federal agency contract Tito of ELS StaS/r!rtffber Federal Reason for rebactiont
Register"

DEPARTMENT OF TRANsPORTATON

Mr. Martin Convisser, Director, Office of Environmental Affars, West Seattle r'e Sp F.ml N/A, Ava t',f has This is a refracticn of ft.e waiver
Department of Transportation 400 7th Street. S.W, Washington. Street Corridor not been published in FmEeRA. RE"isR
D.C. 20590 (202) 426-4357. pttiasn ed. Match 26.1979 for te

fialEI 51 4s proposed fing of this FS& The
not been Sed. FES has not been inside

availatle for c5ciaf Minrg or

Appendix V.-Av7a'Iy of reporLs/addUna)inforLLn a7roa!an to EISs's sious fJed wdthAEPA

Federal agency contact Title of report Date =do r,,a.kt: to EPA Accesscn No.

U.S. ARMY CORPS OF ENGINEERS
Dr. C. Grant Ash, Office of Environmental Policy. Attr DAEN-CWR-P. Local Flood Pm!ect on Project. 04/0 79 90368.

Office of the Chief of Engineers. US. Army Corps of Fngineers, mian. lnno.
1000 Independence Avenue. S.W, Washington D.C. 20314 (202)
693-6795.

Local Flood Pro-ecton Prolct 0WI0XOM 90369.
Davenport, lowa.
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Appendlx. Vl-Offlcial afrecdon

Date notice
of availability
published In

Federal agency contact' T iLe of EIS Filing status/accession No. "Fpderal Correction
Rigster"

DEPARTMENT OFTRANSPORTATION,

Mr Martin Convisser, Director, Office of Environmental Affairs, Noti-Veneta. FRorence-Eugene- Draft 90328 ........................... 04106/79 ........... We published the hue as TN-120
Departmentof Transportation.400 7th Street. S.W.,Washington. Ngiway, OIT-12 and the State no'lenneee
D.C. 20590 (202) 426-4357 - The Highway sOR..126 andthe

Stat lsOtegon.

[FRL 1201--3]
IFR Dec. 79-11627 Fired 4-12-7: 845 anl
BILLING CODE 6560-01-f',

Issuance of ExperimentaLUse Permits;
Dow ChemicarCo., et al.

The Environmental Protection Agency
(EPA) has issued experimental use
permits- to-the following applicants. Siuch
permits are in accordance with, and
subject to, the provisions of 40 CFR Part
172, which defines EPA procedures with
respect to the use of pesticides for
experimental purposes.

No. 464-EUP-58. Dow Chemical: Company,
Midland, Michigan 48640. This
experimental use permit allows the use of
1,200 pounds-of the fnsecticide ch rorpyrifos
on field corn to evaluate control of corn
borers, armyworms, earworms, and
rootworms- The experimental use permit is
effective from Aprili, 1979 to April 1, 1980.

No. 464-EUP-59. Dow Chemical Company,
Midland; Michigarr 48640. This-
experimental use permit allows. the use of "
765 pounds of the insecticide chlorpyrifos
on field corn to evaluate control' of corn
borers. A total ofl.200 acres is involved for
both this permitandthe one above; the
programs are authorized only in the States
of Alabama, Illinois, Indiana, Iowa,
Kansas, Kentucky, Minnesota, Missouri:,
Nebraska, Ohio, Texas, and Wisconsin.
This experimentaruse permit is also
effective from April 1, 1979 td April 1, 1980.
This permits will use the same active
ingredient, but different formulations. The
permits are being issued witl. the.limitation
that all, treatedacrops are to bede.troyed or
used for research purpose only. A
permanent tolerance for residues: of the
active ingredient in or on field corn has

- beerr established (40 CFR 180.342). (PM--2,
Room: E-229,Teephone: 202[426-9425)

No-. 359-EUP-58. Rhone-Paulenc. Inc...
Monmouth. Junctio, Neiw JerseF 08852.
This experimental use permit allows the
use of 3,928 pounds of'the active ingredient
[3-(3,5-dichlorophenyl)-N-(t-methylethyl)-
2,4-dioio--imidiazolidinecarboxanide] and
its isomer 3-(1-methylethyl1-N-C3,5-
dichlorophenyl)-2,4-dioxo-imidazolidine-
carboxamide], on stone fruits to evaluate
control of fruit brown rot and brown rot
blossom blight. A total of 1,188 acres is
involved; the program is authorized only in
the States Alabama, California, Georgia,
Illinois, Michigan, New Jersey, New York,
North Carolina, Ohio, Oklahoma, Oregon,
Pennsylvania. South.Carolina.Texas,.
Virginia, and Washington. The

Issuance of Experimental Use Permits
to Pennwalt Corp., et al.

The Environmental Protection Agency
(EPA) has issued experimental use
permfts to the following applicants. Such
permits-are in accordance with, and
subject to, the provisions of 4a CFR Part
172, which defines EPA procedures with
respect to the use of pesticides for
expierimental purposes."
No. 4581-EUP-31. Penvalt Corporation.

Monrovia, California 91011. This
experimental use permit allows the use of
188 pounds- of the1rngldde- r-tZ4-
dichlorophenyl)o2-(2-propenyloxy)ethyl]-

experimental use permit is effective from
February 23, 1979 to January 1,1981. The
permit is.being issued with. the limitation
that all treated crops are to be destroyed or
used:for research purposed: only-A
temporary tolerance for residues of the
active ingredient in or on the raw
agrtcultural commodities, apricots cherries
(sour and sweet), nectarines, peaches,
plums and prunes has been established'.
(PM-21, Room: E-305, Telephone: 202/755-
2562..

Interested parties wishing to review
the experimentaluse permits are
referred to the designated Product
Manager (P-M, Registration.Divisforr
(TS-767], Office of Pesticide Programs,
EPA, 401 M Street, S.W., Washington,
DC. 20460. The descriptiveparagraph
for each permit contains a telephone"
nmber andiroom number for
information purposes. It is suggested
that interested persons call before"
visiting-the EPA Headquarters Office, so,
that the appropriate permit may be
conveniently available for review
purposes. The files will be available for,
inspection from 8:30 a.m. to 4:00 p.m.
Monday through Friday.

(Section 5 of the Federal Insecticide,
Fungicide,. and Rodenticide. Act (FIFRA). as
amended (86 Stat. 973; 89 Stat. 751; 7 U.S.C.
136(a) et seq.))

Dated: April 9,'1979.
Douglas D. Campt.
ActingDrectamRegistrftion Division

(FR Dec. 79-50417 Filed 4-12-79;8:45 am)
BILUNG CODE 6560-01-M

1H-imidazore on citrus for fresh fruit
market use onlyr to- evaluate control of
Penicillium green mold, Penicillium blue
mold, phomopais stem-end rot, and
diplodia roL A total of 270 tons of citrus Is
involved; the program Is authorized only in
the States ofArizona, California, Florida,
and.Texas. The experimental use permit is
effective from March 12, 1979 to March 12,
1980. A temporary tolerance for residues of
the active ingredient in or on citrus has
been established. (PM-l.Room: E-305,
Telephone: 202/755-2502)

No. 100-EUP-63. Ciba-Gelgy, Inc.,
Greensboro, North Carolina 27,109. This
experimental use permit allows the use of
860 pounds of the fungicide N-(2--
dimethylphenyl)-N-(methoxyacetyll-
alanine methyl ester on. tobacco ta evaluate
control of black shank. A total of 430 acres
is, involvedz the program is authorized only
in the States of Connecticut, Florida,
Georgia, Kentucky, Maryland, North ,
Carolina. Pennsylvania, South Carolina,
Tennessee, and Virginia, The experimental
use permit Is effective from March 0, 1979
to March 8, 1981. (PM-21, Room: E-305,
Telephone: 202/755-2562),

No. 7969-EUP-10. BASF Wyandotte Corp.,
Parsippany, New Jersey 07054. This
experimental use permit allows the use of
3,000 pounds of the fungicide 3.(3,5-
dichrorophenyl)-5-ethenyr-5 methyl-2,4.
oxazolidinedione on strawberries to
evaluate control of botrytls fruit rot, A total
of 4,000 acres is involved: the program Is
authorized only in the States of Arizona,
California, Florida, Illinois, Indiana,
Kentucky, Louisiana, Maryland, Minnesota,
Missouri, New Jersey, New York, North
Carolina, Ohio, Oklahoma, Oregon,
Pennsylvania, Tennessee, Texas. Virginia,
Washington, and Wisconsin, The permit Is
effective from March 2, 1979 to March 2,
1980. A temporary tolerance for residues of
the active ingredient in or on strawberries
has been established. (PM-21, Room: E-.
305, Telephone: 202/755-2502)
Interested parties wishing to review the

experimental use permits are referred to the
designated Product Manager (PM),
Registratron Division (TS-767J, Office ofr
Pesticide Programs, EPA, 401 M Street, S.W.,
Washington, D.C. 20460. The descriptive
paragraph for each permit contains, a
telephone number and room number for
information purposes. It is suggested that
interested persons call before visiting the
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EPA Headquarters Office, so that the
appropriate permit may be made
conveniently available for review purposes.
The files will be available for inspection from
8:30 a.m. to 4:00 p.m. Monday through Friday.

(Section 5 of the Federal Insecticide.
Fungicide, and Rodenticide Act (FIFRA), as
amended (86 Stat. 973; 89 Stat. 751; 7 U.S.C.
136(a) et seq.))

Dated: April 6,1979.
Douglas D. Campt.

Actg Director, Registration D/isioan.

[OPP-SO41M FRLI2=-,5]
[FR Doc. 79-11566 Filed 4-12-79; 8:45 am]
BILLING CODE 6560-01-M

Amendment to Experimental Use
Permit Issued to Mobil Chemical Co.

On Monday, September 25,1978 (43
FR 43380), information appeared
pertaining to the issuance of an
experimental use permit, No. 2224-EUP-
10, to Mobil Chemical Company. At the
request of the company, that permit has
been amended. The experimental use
permit now allows use of approximately
2,418.8 pounds (6,587.5 pounds originally
authorized) of the herbicide bifenox on
corn, sorghum, rice, small grains,
tobacco, and soybeans to evaluate
control of various weeds on a total, of
204.3 acres in Arkansas, California,
Colorado, Florida, Georgia, Idaho,
Illinois, Indiana, Iowa, Kansas,
Kentucky, Louisiana, Michigan,
Minnesota, Mississippi, Missouri,
Montana, Nebraska, North Carolina,
North Dakota, Ohio, Oklahoma, South
Carolina, South Dakota, Texas, Virginia,
and Washington. The experimental use
permit period was also extended and
the permit is now effective from March
22, 1979 to March 22, 1980. Permanent
tolerances for residues of the active
ingredient in or on barley, oats, wheat,
rice, grain sorghum, corn, and soybeans
have been established (40 FR 180.351).
(PM-25, Room: E-301, Telephone: 202/
755-2196)
(Section 5 of the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA), as
amended in 1972,1975, and 1978 (92 Stat. 819;
7 U.S.C. 138].

Dated: April 6,1979.
Douglis D. Campt.
Acing Director Registration Divis ion

- [OPP-5035o& FRL i20-8]
[FR Doec. 79-11570 Filed 4-12-79 8:45 am]
BILIJNG CODE 6560-01-Ml

Pesticide Programs; Establishment of
a Temporary Tolerance for 3-(3',5'-
dichlorophenyl)-5-ethenyl-5-methyl-
2,4-oxazolidinedione

BASF Wyandotte Corp., Parsippany,
NJ 07054, has submitted a pesticide

petition (PP 8G2068) to the
Environmental Protection Agency (EPA).
This petition requests that a temporary
tolerance be established for combined
residues of the fungicide 3-{3',5'-
dichlorophenyl}-5-ethenyl-5-methyl-
2,4-oxazolidinedione and its metabolites
containing the 3,5-dichloroanilne moiety
in or on the raw agricultural commodity
strawberries at 5 parts per million
(ppm).

Establishment of this temporary
tolerance will permit the marketing of
the above raw agricultural commodity
when treated in accordance with an
experimental use permit (7969-EUP-10)
that is being issued concurrently under
the Federal Insecticide, Fungicide, and
Rodenticide Act, as amended in 1972,
1975, and 1978 (92 Stat. 819; 7 U.S.C.
136).

An evaluation of the scientific data
reported and other relevant material has
shown that the requested tolerance is
adequate to cover residues resulting
from proposed experimental use, and it
has been determined that the temporary
tolerance will protect the public health.
The temporary tolerance is being
established for the pesticide, therefore,
with the following provisions:

1. The total amount of the pesticide to
be used must not exceed the quantity
authorized by the experimental use
permit

2. BASF Wyandote Corp. must
immediately notify the EPA of any
findings from the experimental use that
have a bearing on safety. The firm must
also keep records of production,
distribution, and performance and on
request make the records available to
any authorized officer or employee of
the EPA or the Food and Drug
Administration.

This temporary tolerance expires
March 1, 1980. Residues not in excess of
5 ppm remaining in or on strawberries
after this expiration date will not be
considered actionable if the pesticide is
legally applied during the term of and in
accordance with the provisions of the
experimental use permit and temporary
tolerance. This temporary tolerance may
be revoked if the experimental use
permit is revoked or if any scientific
data or experience with this pesticide
indicates such revocation is necessary
to protect the public health. Inquiries
concerning this notice many be directed
to Mr. Henry Jacoby, Product Manger 21,
Registration Division (TS-767), Office of
Pesticide Programs, East Tower, 401 M
St., SW, Washington DC 20450 (202/755-
2562).

(Section 408(j) bf the Federal Food. Drug. and
Cosmetic Act [21 U.S.C. 346aU)J)

Dated: April 6,1979.
Do%,u D.Cacp,
AaisgD-eo~ RerusnMv io

[FR D=e. 79-115 F---d 4-IZ-7. 1:45a=]
BILLING COOE 6560-01-1

Pesticide Programs; Filing of
Pesticide/Food Additive Petitions

Pursuant to sections 408(d)(1) and
409(b)(5) of the Federal Food, Drug, and
Cosmetic Act the Environmental
Protection Agency (EPA) gives notice
that the following petitions have been
submitted to the Agency for
consideration.
PP 9F2178. Amchem Products, Inc, Brookside

Ave., Amber, PA 19002. Proposes that 40
CFR 160.300 be amended by establishing a
tolerance limitation for the residues of the
plant regulator ethephon [(2-
chloroethyliphosphonic acid] in or on the
raw agricultural commodity grapes at 2.0
parts per million (ppm). The proposed
analytical method for determining residues
is by residue esterification with
diazomethane and analysis by gas
chromatography using a phosphorus-
specific alkali thermionic detector. PM25.
(202/755-196)

PP SF2187. Uniroyal Chemical. 74 Amity Rd.,
Bethany. Cr 06525. Proposbs that 40 CFR
180.301 be amended by establishing a
tolerance limitation for the combined
residues of the fungicide carboxin (5.6-
dihydro-2.methyl-N-phenyl-1,4-oxa thiin-3-
carboxamide) and its metabolite 5.6-
dhydro-3-carboxanilide-2-methyl 1,4-
oxathiin-4-oxide in or on the raw
agricultural commodities peanuts, peanut
seed and hulls at 5.0 ppm. The proposed
analytical methods for determining
residues are by the hydrolysis-to-aniline
method and a color test with p-
dimethylaminobenzaldehyde (for plant
tissue], and by hydrolysis and gas
chromatography of the liberated aniline
using a nitrogen-specific detector (for
seed). P,%21. (202/755-2562)

FAP 9H5207. Amchem Products. Inc. Proposes
that 21 CFR 193 be amended by
establishing a regulation permitting
residues of the plant regulator ethephon
[(2-chloroethyljphosphonic acid] on the
commodities grape juice at 8.0 ppm. dried
grape pomace at 10.0 ppm, and raisins at
12.0 ppm. PNM5.

FAP 9H5207. Amchem Products, Inc. Proposes
that 21 CFR 561 be amended by
establishing a regulation permitting
residues of the plant regulator ethephon in
or on the animal feed raisin waste at 65.0
ppm. PM25.

Interested persons are invited to
submit written comments on these
petitions to the Federal Register Section,
Program Support Division (TS-757),
Office of Pesticide Programs, EPA, Rm.
401, East Tower, 401 M St., SW,
Washington, DC 20460. Inquiries
concerning these petitions may be
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directed to the designated Product
Manager (PM) Registration Divisior
(TS-767), Office of PestfcidePrograms,
at the above address, orby telephone af
the numbers cited. Written comments-
should bear a notation indicating the-
petitior number-to-whicr the' comments-
pertain. Commentsmay be made at any
time while a petition is pendingbefore
the Agency. All written comments filed
pursuant toi th s--notice. will be- available
for public.inspection, fir, the Office ofthe
Federal Register. Sectiorfronr 8,30 a.m.
to 4 p.m. Monday through: Friday.

Dated April 6;.1979T
Douglas D. Campt,
Acting DirectoreIlistration Diviston

[F-i.a, FRL1p-il
[FR Do r.,5-15 FiledL.'1-79; 845 am]"

BILLING CODE 656-01-M .

Fuers and Fuel Additives
AGENCY.-Environmental Protection"
Agency.
ACTION: Noffce of Waiver Application-
Under Section 211(fl of the.Clean.Air
AcL-

SUMMARY: Pursuant to, section 211(f)(41
of the- Clean Air Act (Act]., as amended,
42 U.S.C. 7545(flC) the Sun-Petroleun
Products- Company (Sun),has applied, for
a waiverof the prohibitions. of section
211(fl) for a, fuel or fuer adfitfve. Sunhas
designated the chenicarcompositiorr of
this fuel orfuel additive t.be
confidentiaL. The application was
received on December 19, 1978.,The
Administratorhas until.june. 17,. 1979,. to
'act to grantor deny the waiver,,
otherwise, the waiverwiU begrantedby
operation: of the Act.
DATE: Comments and test data, should
be received on, orbefore May 1; 1979.
ADDRESS: Comments and test, data,
shouldbe submittedito-DocketEN'-79-
12, Central DocketSection: (A-130,
Environmental Protection.Agency,
Washington,,D.C. 20460. The docket,
located in room. 2903B; is open from. 8:00
a.m. to'4:00pm. forpublic inspeciffon of
record material.
FOR FURTHER INFORMATION, CONTACT.,
Thomas E. Moore, Attorney-Advisor.
Mobile Source-EnforcementDivision.
(EN-340),. U.SL Environmental Protection
Agency-401 M St, S.W., Washingtorr,
D.C. 20460, 202-755-2816.
SUPPLEMENTARY INFORMAXIONr- Sectiont
211(f)(1) of tfe Clean:lrAct (Act)-4Z
U.S.C. 7545(f)(1)(1977); provides, that
"[e]ffective upon:Marclii31,197-, it shall
be unlawfu~lforany-manufacturer-of any
fuel or fuel additive ta firstintroduce
into commerce,, or to: increase the
concentrationiruse of,. any, fuel or fuel

additive for general use, int fit duty
motor vehfcles manufactured, after,
model year 1974-whiclv is not
substantially shnilarto-anyfuel or fuel
additive utilized in the certification of
anymode-year-1975, or subsequent
modelryear, vehicle or engine-under
section 206[of the'ActJ."

Secton 211(f J4)' of the Act provfdes
that "the Administrator [of the
Environmental Protection Agency
(EPA)], uporr applicatforr of any
manufacturer of any fuel or fuel
additive may waiv-ethe'prohibitions
establfshed'under[secffoir2ll()(1) ] , if
he determines that the, applicant has
established that such fuel orfuel
additive- or a specified concentraffon:
thereot and the emfssion-products of
such fuelor fuel-additive or speciffed
concentration thereof, will not cause or
contribute' to-a faiurp- of any emissroir
control drevice- or system- over- the' useful
life ofany vehicrLe-in wiiclr such device
or system' fs used)' to- ach eve-
compliance by the-vehiclewith the
emission standards with respect o
which-it has beei certified pursuant to
section 206 [of the Act]. If thL-
Administratorhasnot acted- to-grant-or
deny an application * I-within one
hundred and eighty days of receipt of'
such applicatfon, the'wafver** shalf
be treated as granted."

Sun filed an application on December
19, 1978, fbr a waiver fbr a fuel orfuel
additive' but stated that the' chemical
composition of'the fuel orfuel- additive
is confidential. The- 180 day review
period terminates June 17, 1979.,

Because the EPA is interested in a
comprehensive evaluation, of a fiiel or
fuelradditive whfch fs subjectto a .
pending waiver application, Sun has
agreed to provide interested parties with
the fuel' or fuel- additive fortesting
purposes. Sun requires that-any party
interested'ifn conducting testing execute
a- confidentiality agreement with Sim not
to-divulgethe compositionof the fuel or
fuel additive,. The confidentiality
agreementwill not, however, cover the
data- from testing for exhaust emissions,
evaporative emissions, materials
compatibility, and the fuel's or fuel,
additfve's, physical properties (thfs does
not include its chemical compositionj.

Any party interested in conducting.
any testingshoufdcontact. the Sun.
representative listed below;
Mn WaterH. Dbuffit Sintech, Ina., P.O. Box

1135Marcus Hook,.Pennsylvanra 19061,
2.F5.47T-165ur.

The following individual should be
contactedto obtair a7copy of the
confidentiality agreement:

Mr. J.E. HessEsq;.Sun.Company, Inc, '
Building 2, 10MatsonfarcRoad.Radnor;
Pemisylvania:19087215-293-639

EPA.iapariicularly interested In
obtaining data on exhaust and
evaporative emissions, materials
compatibility, and driveability from
vehicles representative of the national
fleet.

Dated: April 9, 1979,
Marvin B. Doming.
Assistant Administrtorfor Enforcement.

[FRL-1021-7
[FR Doc. 79-11564 Filed 4-1Z-7, 5:45ai4
BILLING-CODE 6560-1-M

ENVIRONMENTAL PROTECTION

AGENCY ,

State and: Local Noise- Assistance
The U.S, Environmental Protection

Agency (EPA) intends to award three
-types offinancial assistance to units of
State and local government and other
eligible organizations. and agencies.
First, is State and local assistance-
second, is Demonstration Assistance
governed by CFR 40 third' is training
Assistance (governed by CFR 45J.All
three are governed by 40 CFR ParL30.rna
almost all cases, financial assistance
will take the form of Cooperative
Agreementwhich indicates substantial
involvement on the part of the awarding
office throughout the conduct of, the
respective programs and projects funded
under the Quiet Communities Act of
1978.

Under tha authority of the Quiet
Communities, Act of 1978, and
conforming to the regulationsin effect
undei the Code- of Federal Regulation-
(CER] chapters cited above, EPA is
hereby issuing, the following guidance
relative to programs and projects, to be
funded. Applications forassistance for
projects beginning before Decemberi,
1979, must be submitted by May 15,
1979. Requests for financial assistance
for projectsbeginning after December
1st may be submitted after this date,

Section 14 of the Quiet Communities-,
Act of 1978 expanded the role of the.US,
Environmental Protection Agency to
provide increasedff assistance to State
and local governments. The Actincludes,
the development of technical centers,
financial assistance to emerging or
expanding noise control programs,
demonstration funding for- evaluating
techniques. to control noise assistance
in identifying the nature and, extent of a
particular community's noise problem,
and, funding for transportation noise
planning. Continuing support for a noise
program is not envisioned, but, rather
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short-term, capacity building financial
assistance.

Units of State and local government
and other organizations, agencies and
institutions desiring to apply for
assistance under Section 14-of the Quiet
Communities Act of 1978. are advised
that fNndingis extremely limited.
Additional'informtion may be obtained
from EPA Regional OfflcesrRegion r, Mr.
Al Hicks, JFK Building, Boston, MA
02203 (617-223-57081; Regior II, Mr. Tom
O'Hare, 26 Federal Plaza, New York, NY
10007 (21Z-264-2109); Region M. Mr.
Patrick Anderson. Curtis Building; 6th
Walnut Streets, Philadelphia, PA 19106
(215--597-9118)rRegionIV, Dr. Kent
Williams,,345 Courtland Street. N.E.
AtlanTa, GA. 30308 (404-881-4861);
Region V, Mr-HorstWitschonke, 230 S.
Dearborn Street. Chicago, IL 60604 (312-
353-2202); Region VI, Mr. Mike Mends,
1201 Elm Street. Dallas, TX- 75270 (214-
767-7Z42; Region VII'r, Mr. Vincent
Smith, 3Z4E' 11th StreeL Kansas City,
MO 64106 (816-374-3307); Region VI
Mr. Paul Smith, 1860 Lincoln Street, -
Denver, CO 80295 (303-.837-2221);
Region IX, Dr. Richard Procunier, 215
Fremont Street, San Francisco, CA 94105
(415-556-4606); RegionX, Mrs. Deborah
Yamamoto, 120G SixthAvenue, Seattle,
WA 98101 (206-442-1253).
Edward F.TueL
Acting Assis ant Ad ministrator for Ahi. Noise. and Radi-
ati-o

[FRL1099-8j,
[FR Doc. 11 19 Filed 42-7RB45 m"
BILIJNG CODE 6560-01-M

FEDERAL RESERVE SYSTEM

East Texas Bancshares, Inc.;
Formation of Bank Holding Company

East Texas Bancshares, Inc., Tyler,
Texas, has applied for the Board's
approval under section 3(a)(1) of the.
Bank Holding Company Act (12 U.S.C.
1842(aJ(1) to become a- bank holding
company by acquiring 80 per cent or
more of thevoting shares (less directors'
qualifying shares) of Heritage National
Bank, Tyler, Texas- The factors that are
considered in acting on the application
are set forth in section 3(c) of the Act (12
U.S.C. i (c)).

The application may be inspected at
the offices of theBoard of Governors or
at the Federal Reserve Bank of Dallas.
Any person wishing to comment on the
application should submit views in
writing to the Reserve Bank, to be
received not later than May 4,1979. Any
comment on an application that requests
a hearing must include a statement of
why a writtenpresentation would not

* suffice in lieu of a hearing, identifying

specifically-any questions of fact tha
are in dispute and summarizing the
evidence that would be presented at a
hearing.

Board of Governors of the Federal
Reserve System, April 6,1979.
EdwwdT.
Asjt5etfthBCeAL
[FR Doc. 79-I0 Fled 4-IZ-7 &45 -i
BILWNG CODE 6210-01-M

Guaranty Bancshares, Inc., Formation
of Bank Holding Company

Guaranty Bancshares, Inc Oklahoma
City, Oklahoma. has applied for the
Board's approval under section 3(a)(1), of
the Bank Holding Company Act (12
U.S.C. 1842(a)(1)) to become a bank
holding company by acquiring 100 per
cent of the voting shares (Less directors!
qualifying shares) of Guaranty Bank &
Trust Company Oklahoma City,
Oklahoma. The factors that are
considered in acting on the application
are set forth in. section 3(c) of the Act (12
U.S.C. 1842(c)).

The application may be inspected at
the offices of the Board of Governors or
at the Federal Reserve Bank of Kansas
City. Any person wishing to comment on
the application should submit views in
writing to theReserve Bank. to be
received not later than May 4,1979. Any
comment on. an application that requests
a hearing must include a statement of
why a written presentation would not
suffice in lieu of a. hearing, identifying
specifically any questions of fact that
are in dispute and summarizing the
evidence that would be presented at a
hearing.

Board of Governors of the Federal
Reserve System, April 51 1979.
EdwwdT..Muhena,
Assistant Secitmryof th B-rd
[FR Do. "r7-11510 Filed 4-U-79: &45 am
BILLING CODE 6210-01..M

Northeastern Wyoming Bank Corp.;
Formation of Bank Holding Company

Northeastern Wyoming Bank
Corporation-, Newcastle, Wyoming, has
applied for the Board's approval under
section 3(a)(1) of the Bank Holding
Company Act (12 U.S.C. 1842(a)(1)) to
become a bankholding company by
acquiring 66 per cent of the voting
shares of First State Bank of Newcastle,
Newcastle, Wyoming. The factors that
are considered in: acting on the
application are set forth in section 3(c)
of the At (12 U.S.C. 1842(c)).

The application maybe inspected at
the offices of the Board of Governors or
at the Federal Reserve Bank of Kansas

City. Any person: wishing to comment on
the application should submitviews in.
writing to the Reserve Bank. tobe
receivedinot laterthan-May 3.1979. Any
comment anm an application that requests
a hearing mustinclude a statement of
why a written presentation would not
suffice in lieu of a hearing. identifying
specificallyany questions of fact that
are in dispute and summarizing the
evidence that would be presented. at a
hearing.

Board of Governors of the Federal
Reserve System. April . 1979..
Edwud T. 1uAnk

BILUNG CODE 6210-0I-M

GENERAL SERVICES
ADMINISTRATION

Advisory PaneL for the-Safe of Carsont
City Sliver Dollars- Establishment

Establishnent of AdcsoryPazneL This
notice is published in accordance with
the provisions of section 9(a)(2 of the
Federal Advisory Committee Act (Public
Law 92-463] and advises of the
establishment of an Advisory-Panel for
review of GSXs proposed method of
selling the Carson City Silver Dollars.
The Administrator of General Services
has determined that this Panel is in. the
public interest.

Des gnalon. Advisory Panel For The
Sale Of Carson City Silver Dollars.

Purpose. To review past procedures
and make recommendations as
appropriate to the Adinihfrator of
General Services with respect to the
methods bywhich GSA will marketthe
remaining Carson City Silver Dollars.
The objective is to utilize the experience
and expertise ofvarious coin and
marketing experts in conducting the
review.

Generallnformaliom Pursuant t
OMB Circular A-63, the Committee
Management Secretariat has authorized
a period. of less than 15 days between
publication of this notice and the filing
of the panel charter.

Doted April 12,1979.

ftF- Goc79ut&* 4- 1e1

BKJ CODE 820-4;-w

Advisory Panel for the Sale of Carson
City Sliver Dollars; Meeting

Notice is hereby gven of the
convening of an Advisory Panel for the
Sale of Carson CitySilver Dollars. April
17.1979. from 9:00 a.m. to 4r:0Op.m..

Fed ,-al Re ister I VoL 44. No, 73 1 Friday. April 13.1979 1 Notices 22177



t'........,. I "tnl AA Mnr 7Rl I Prid~v. Anril 13. 1979 / Notices
22178 iruoc t: 6 ow er .r1 . ... 1.- . I -myma

Room 6324, General Services
Administration, 18th and F Street, NW.,
Washington, D.C. The Panel will review
existing procedures and make any
necessary recommendations with
respect to the methods by which GSA
will dispose of the Carson City Silver
Dollars.

The meeting will be open to the
public.

Pursuant to OMB Circular A-63, a
period of less than 15 days between
publication'of this notice and the date
the meeting is scheduled to be held is
necessary because the Panel was not
formally structured as an Advisory
Panel when it was initially formed.

Dated: April 12, 1979.
Roy Markon.
Commissioner, Federal Property Resources Service.

[FR Doe. 79-1812 Filed 4-12-79; 10:12 am]

BILLING CODE 6820-96-M

DEPARTMENT OF HEALTH,

EDUCATION, AND WELFARE

Food and Drug Administration

Adsorbed Diphtheria and Tetanus
Toxoids; Availability of Guideline

AGENCY: Food and Drug Administration.

ACTION: Notice.

SUMMARY: The agency announces the
availability of a guideline for
interpretation of potency test results for
all forms of adsorbed diptheria and
tetanus toxoids.
ADDRESS: Written comments may be
submitted to the Hearing Clerk (HFA:-
305], Food and Drug Administration, Rm.
4-65, 5600 Fishers Lane, Rockville, Ml)
20857.

FOR FURTHER INFORMATION CONTACT. -

Iris Hyman, Bureau of Biologics (HFB-
620), Food and Drug Administration,
Department of Health, Education, and
Welfare, 8800 Rockville Pike, Bethesda,
MD 20014, 301-443-1306.

SUPPLEMENTARY INFORMATION: The
guideline prepared by the Bureau of
,Biologics covers potency tests
performed on all forms of adsorbed
diphtheria and tetanus toxoids,
including Diphtheria Toxoid Adsorbed,
Tetanus Toxoid Adsorbed, Diphtheria
and Tetanus Toxoid Adsorbed, Tetanus
and Diphtheria Toxoids Adsorbed (For
Adult Use], and Diptheria and Tetanus
Toxoids and Pertussis Vaccine
Adsorbed. Adsorbed toxoids-are the
insoluble, precipitated form of the
soluble, parent toxoid. Both forms are
used in the prevention of the diseases
diptheria and tetanus.

Currently, the only guidelines
controlling these products are mirimum
requirements, each of which gives
slightly different wording for the
potency tests performed on all forms of
the adsorbed toxoids. This has led to
confusion and to a variety of
interpretations by manufacturers. The
new guideline is intdnded to clarify the
definition of a valid-potency test
endpoint to ensure standardization of
performance and reporting of potency
test results on protocols for release.
Because of the brevity of the guideline, it
is reproduced in this notice, as follows:

For a valid potency test, each control
animal must die in less than 96 hours.
For the lot to pass, each test animal
must survive for more than 96 hours at
the minimum unit level required.

Copies of the guideline are being
furnished to all licensed manufacturers
of adsorbed tetanus and diphtheria
toxoids. Other persons interested in
obtaining copies of the minimum
requirements, as amended, and
guideline nfay contact the office of the
Hearing Clerk, Food and Drug
Administration, at the above address.

Interested persons may submit written
comments on the guideline to the
Hearing Clerk (HFA-305], Food and
Drug Administration, Rm. 4-65, 5600
Fisheri Lane, Rockville, MD 20857. Such
comments will be considered in
determining whether further
amendments to or revisions of the
guidelines are warranted. Comments
should be in four copies (except that
individuals may submit single copies)
identified with the Hearing Clerk docket
number found in brackets in the heading
of this document. The guideline and
minimum requirements and received
comments may be seen in the Hearing
Clerk's office between 9 a.m. and 4 p.m.,
M6nday through Friday.

Dated: April 9, 1979.
Willam F. Randolph,

Acting Associate Commissioner for egulaory Affairs.

[Docket No. 78D-0438]

[FR Doe.. 79-11451 Filed 4-1-79, 8:45 am]

BILLING CODE 4110-03-M

Chlordantoin and Benzalkonium
Chloride Vaginal Cream; Withdrawal of
Approval of new Drug Application

AGENCY: Food and Drug Administration.

ACTION: Withdrawal of approval.

SUMMARY: This notice withdraws
approval of the new drug application for
a vaginal cream containing chloidantoin
and benzalkonium chloride. The basis
for the withdrawal is that the drug
product lacks substantial evidence of

effectiveness for its labeled indication.
The product has been used in the
treatment of vulvovaginal candidiasis,

EFFECTIVE DATE: April 23, 1979.

ADRESS: Requests for opinion of the
applicability of this notice to a specific
product should be identified with the
number DESI 8082 and directed to the
Division of Drug Labeling Compliance
(HFD-310), Bureau of Drugs, Food and
Drug Administration, 5600 Fishers Lane,
Roakville, MD 20857.

FOR FURTHER INFORMATION CONTACT:
Kathleen DuBois, Bureau of Drugs
(HFD-30), Food and Drug
Administration, Department of Health,
Education, and Welfare, 5600 Fishers
lane, Rockville, MD 20857, 301-443-3050.

SUPPLEMENTARY INFORMATION: In a
notice of opportunity for hearing (DESI
8082, Docket No. 78N-0318) published In
the Federal Register of February 2, 1979
(44 FR 6777), the Director of the Bureau
of Drugs proposed to issue an order
withdrawing approval of the following
drug product based on the lack of
substantial evidence that it is effective
for its labeled indications.

NDA 11-816; Sporostacin Cream
containing chlordantoin and
benzalkonium chloride; Ortho
Pharmaceutical Corp., Rte. 202, Raritan,
NJ 08869.

Propion Gel, which was also included
in the February 2, 1979 notice, Is not
affected by this notice.

In response to the February 2, 1979
notice of opportunity for hearing, Ortho
Pharmaceutical Corp. did not request a
hearing. Instead, by letter dated March
16, 1979 (on file with the hearing Clerk),
Ortho expressed its disagreement with
the Bureau's evaluation of the three
studies that Ortho had previously
submitted, which are described in the
notide of opportunity for hearing. The
Director has reviewed Ortho's letter and
concludes that no change in the
evaluation is necessary.

Any drug product that is Identical,
related, or similar to Sporostacin Cream
and that is not the subject of an
approved new drug application Is
covered by the new drug application
reviewed and is subject to this notice (21
CFR 310.6), Any person who wishes to
determine whether a specific product Is
covered'by this notice should write to
the Division of Drug Labeling
Compliance at the address given above,

The failure of the holder of the
application and any other person to file
a notice of appearance and request for
hearing constitutes election by such
persons not to avail themselves of the
opportunity for a hearing.
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The Director of the Bureau of Drugs,
under the Federal Food, Drug, and
CosmeticAct (sec. 505, 52 StaL 1052-
10,5 as amended (21 U.S.C. 355)), and
under the authority delegated to him (21
CFR 5,82], finds that on the basis of new
information before him with respect to
the drug product. evaluated together
with the evidence available to him when
the application was approved, there is a
lack of substantial evidence' that the
drug product will have the effects it
purports or is. represented to have under
the conditions of use prescribed,
recommended, or suggested in its
labeling.

Therefore, pursuant to the foregoing
finding, approval ofNDA 11--816 and all
amendments and supplements applying
thereto is withdrawn effective April 23.
1979.

Shipment in interstate commerce of
the above product or of any identical,
related, or similar product that is not the
subject of an approved new drug
application will thert be unlawful.
. Dated: April 5,1979.

J. Richard Cout.
Dir~or, Bureau of Drugs.
[Docket NoJB-031SDES1i082.
[FR Doc. 79-1128 Filed 4-12-79; 845aml
BILLING CODE 4110-03--M

Good Laboratory Practices
Management Conferences; Public
Meeting

AGENCY: Food and DrugAdministration.
ACTION: Notice.

SUMMARYzThe Food and Drug-
Administration announces that Good
Laboratory Practice (GLPJ Management
Conferences will be conducted in
Washington, DC, Chicago, and San
Francisco in earlyMay. The purpose of
the conference is'to inform management
of toxicology laboratories about the
Food and Drug Administration's
recently published GLP regulations.
DATES AND ADDRESSES:.May 1, 8:45 am.
to;T pam, Dept. of Commerce
Auditorium, 14th * Constitution Ave.
NW., Washington, DC. May 2, 8:45 a.m.
to 1 p.m., Radison Hotel, 505 N.
Michigan Ave., Chicago, IL 60611. May
3, 8:45 a.m. to I p.m., EPA Offices, 215
FreemontSt., SanFrancisco, CA-
FOR FURTHER INFORMATION CONTACT:.
Mr. Nathaniel Geary, Director, Industry
and Government Relations Staff (HFC-
5), Food andDrugAdministration.
Department of Health, Education. and
Welfare, 5600 Fishers Lane, Rockville.
MD 20857, 301-443-1583.
SUPPLEMENTARY INFORMATION: The
agency's final regulations regarding

good laboratory practice in the conduct
of nonclinical laboratory studies were
published in the Federal Register of
December 22,1978 (43 FR 59988) and
corrected March 23, 1979 (44 FR 17657.
Experience since that time indicates that
both the agency and the regulated
industry would benefit from an
opportunity for a free exchange of views
in a public forum; thus, the agency has
scheduled the three GLP Management
Conference4isted above.

The conferences will be open to the
public. Because there will be no
preregistration, seating will be on a first-
come basis. The conference agenda will
include FDA personnel presentations
covering GLP requirements, regulatory
policies, and inspectional practices.
Representativesfrom the National
Association of Life Science Industries
the Society of Toxicology, and the
American Association forAccreditation
of Laboratory Animal Care will present
theirviews and experiences regarding
the GLP's and theirimpact on laboratory
operations. Time will be allotted for
panelists to respond to written questions
from the audience.

The format and substance of the
presentations will be the same for each
conference.

Dated April k1979.
William F. RuPMl*
A c f.t --Loea L C-r,-- A 5,':
iDocket No. 7"LN-O05J

IFR Dc.79-1.. FIled 4-94 .&45 a=)
ILUHG CODE 4110-0,-U

Ionizing Radiation: Biological Effects
and Dosimetry; Open Meeting

AGENCY: Food and Drug Administration.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) announces an
open meeting to discuss research efforts
of the agency's Bureau of Radiological
Health (BRH) in the area of biological
effects and dosimetry of ionizing
radiation.
DATES:The meeting will be held June 6
through 8,.1979; sessions will convene at
1 pr.m. on June 6 and 8"30 am. on June 7
and 8.
ADDRESS The meeting will be held at
the Bureau of Radiological Health, Ri.
410, 1220 Twinbrook Parkway,
Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT:
DeWitt G. Hazzard, Bureau of
Radiological Health [HFX-14). Food and
Drug Administration. Department of
Health, Education, and Welfare, 5600
Fishers Lane, Rockville, MD 20837, 301-
443-4190.

SUPPLEMENTARY INFORMATION:

Presentations will be divide'l
approximately equally between
intramural projects and extramural
research supported through grants.
contracts, and interagency agreements.
To the extent that time permits,
opportunity will be pro,,ided for
comments by interested persons.

Proceedings of the open meeting will
be published as a BRtechnfcar report.
Availability of the report will be
anounced in the BRH Bulletin at a later
date.

Dated: April 6 1979.
W~tzm F. Kand.2p.

8BIL MG COoE 4110 -"

Standard OR Co. (indiana); Filing of

Food Additive Petrilon

AGENCY: Food and Drug aministration.

ACTION: Notice.

SUMMARY: The Standard Oil Co.
(Indiana] has filed a petition proposing
that the food additive regulations be
amended to providefor the safe use of a
mixture of trimethyl pyridines and
dimethyl pyridines as an adjuvant
substance used in the production of
olefin polymer.
FOR FURTHER INFO RMATION CONTACT:
John J. McAuliffe, Bureau of Foods
(HFF-3341, Food and Drug
Administration, Department ofHealth
Education, and Welfare,200 C SL SW-.
Washington. DC 20204, 202-47Z-5690.

SUPPLEMENTARY INFORMATION: Under
the Federal Food. Drug, and Cosmetic
Act (sec. 409(b](5). 7Z StaL 1786 (21
U.S.C. 348(b)(5]11. notice is given that a
petition [;AP 8B33471 has been filed by
Standard Oil Co. (Indiana). 2XF..
Randolph Dr. Chicago, IL606L
proposing that Subpart D of Part 17a--
Indirect Food Additives: Adjuvanfts
Production Aids, and Sanitizers of the
food additive regulations be amended to'
provide for the safe use of a mixture of
trimethy pyridines [as the major
constituents) and dimethyl pyridines (as
the minor constituentsj as an adjuvant
substance used in the production of
olefin polymers.

The agency has determined that the
proposed action falls under 21 CFR
25.1(0(1[v) and is exempt from the
requirement of an environmental impact
analysis report, and that no
environmental impact statement is
necessary-
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Dated: April 5,1979.
Robert M. Schaffner,
Acting Director, Bureau of Foods.

[Docket No. 79F-075]
(FR Doc. 79-11450 Filed 4-12-7g;, &45 am]

BILWNG CODE 4110-03-M

DEPARTMENT OF HEALTH,

* EDUCATION, AND WELFARE

Food and Drug Administration

Drug Products Containing Papaverine
or Ethaverine and Similar or Related
Drugs; Hearing '

AGENCY: Food and Drug Administration
(FDA).
ACTION: Notice 6f Hearing.-

SUMMARY: This is an announcement that
FDA will hold a public hearing on May
23, 1979 before the Peripheral and CNS
Drugs Advisory Committee to receive
oral and written information and views
from interested persons on the issue of
the safety and effectiveness of
papaverine, ethaverine, and similar or
r6lated drugs.

DATES: Written or oral notices of
appearance by May 14, 1979; the hearing
will be held on May 23,1979.

ADDRESSES: The hearing will be held at
9:00 a.m. in Conference Rooms G-H,
Third Floor, 5600 Fishers Lane,"
Rockville, MD) 20857.

Communications forwarded in
response to this notice should be
directed to the attention of the
appropriate office named below'

Written notices of participation
(identify with Docket number 76N-0064):
Hearing Clerk, Food and Drug.
Administration (HFA-305), Rm. 4-65,
5600 Fishers Lane, Rockville, MD 20857.
(To facilitate identification, label the
envelope "Papaverine Hearing."] Oral
notices of participation will be accepted
from persons who find insufficient time
available for submitting a written notice

Requests for opinion of the
applicability of this notice to a specific
product: Division of Drug Labeling
Compliance (HFD-310), Bureau of Drugs
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857.

FOR FURTHER INFORMATION OR TO GIVE A
NOTICE OF APPEARANCE ORALLY
CONTACT: Ronald Kartzinel; M.D., Ph. D.
Bureau of Drugs (HFD-120), Food and
Drug Administration, Department of
Health, Education, and Welfare, 5600
Fishers Lane, Rockville, MD 20857, 301-
443-4020.

SUPPLEMENTARY INFORMATION:

I. Background

In a notice published in the Federal
Register of April 5, 1976 (41 FR 14405),
the Food and Drug Administration
requested data on the safety,
effectiveness, and legal status of drug
products containing papaverine or
ethaverine, and similar or related drugs.
These drug products have been-used for
many years for the relief of spasm in
certain blood vessels of the body but
have never been evaluated in
accordance with the new drug
provisions of the Federal Food, Drug,
and Cosmetic Act. Whether there is
adequate support for the claims made
for these products is questionable. In
order to determine the scientific validity
of the claims being made for these drugs
and their legal status ("new drugs," "not
new drugs," or "grandfathered drugs"),
the Commissioner of Food and Drugs
requested manufacturers to submit
evidence in support of all of the claims
as well ag evidence to support any other
contention.

The Food and Drug Administration
has reviewed the labeling and
advertising for these products, some of
which are in controlled-release dosage
forms, and has found that they are
claimed to be effective for nearly any
condition known to involve impaired
circulation as well as for numerous
conditions attributed to, but not known
to be caused by, impaired circulation.
Examples of these conditions are:
Vascular spasm associated with acute
myocardial infarction; angina pectoris;
peripheral and pulmonary embolism;
ureteral colic; biliary colic'
gastrointestinal colic; bronchial spasm;
preservation of cerebial circulation;
blockage of vasospasm that can result ir
neurologic damage;.and relief of and
reduction of symptoms after cerebral
damage.

II. The Drugs

Following publication of the April 5,
1976 notice, the Bureau of Drugs

received submissions from several
manufacturers of papaverine and
ethaverine. The manufacturers and their
drug products are as follows:

Papaverine Hydrochloride, containing
150 milligrams papaverine
hydrochloride; Cord Laboratories, Inc.r
255 5 W. Midway Blvd., Broomfield, CO
80020. .

Papavatral 10 and 20 containing 30
milligrams ethylpapaverine
hydrochloride and 10 and 20 milligrams
pentaerythritol tetranitrate; Kenwood
-Laboratories, Inc., 39 Lawton St., New
Rochelle, NY 10801.

Papavatral L. A. Caps containing 30
milligrams ethylpapaverine
hydrochloride and 50 milligrams
pentaerythritol tetranitrate; Kenwood
Laboratories, Inc.

Cerespan containing 150 milligrams
papaverine hydrochloride; USV
Pharmaceutical Corp., I Scarsdale Rd,.
Tuckahoe, NY 10707.

Papaverine HCI; Mylan
Pharmaceuticals, Inc., P.O. Box 4293,
Morgantown, WV 26505.

Papaverine HCI; Ormont Drug and
Chemical Co., Inc., 520 S. Dean St.,
Englewood, NJ 07631.

Papaverine HCI; containing 150
milligrams papaverine hydrochloride:
National Pharmaceutical Alliance, Suite
700,1200 17th St. NW., Washington, DC
20036 (represented 24 products and their
manufacturers in its submission).

Papavatral L.A. with Phenobarbital
Capsules containing 30 milligrams
ethylpapaverine hydrochloride, 50
milligrams pentaerythritol tetranitrate,
and 45 milligrams phenobarbital;
Kenwood Laboratories, Inc.

Papaverine HCl Capsules containing
150 milligrams papaverine
hydrochloride; Vitarine Company, Inc,,
227-15 N. Conduit Ave., Springfield
Gardens, NY 11413.

Pavakey Capsules contai~iing 1 0 and
300 milligrams papaverine
hydrochloride; Key Pharmaceuticals,
Inc., 50 NW 176th St., Miami, FL 33169.

Pavabid Capsules containing 150
milligrams and 300 milligrams
papaverine hydrochloride: Marion
Laboratories, Inc., 10236 Bunker Ridge
Rd., Kansas City, MO 64137.

Pava-Timecap containing 150
milligrams papaverine hydrochloride;

L Cord laboratories, Inc.
Pava (TR Cap.) containing 150

milligrams papaverine hydrochloride
Diamond Shamrock, Danal Laboratories,
Inc., 42 Worthington Dr., St. Louis, MO
63043.

Papaverine HCI; Ell Lilly & Co., 740 S.
Alabama St., Box 618, Indianapolis, IN
46206.

Pavacap containing 150 milligrams
papaverine hydrochloride; Reid-
Provident Laboratories, 640 Tenth St.,
NW, Atlanta, GA 30318.

Cebral containing 100 milligrams
ethaverine hydrochloride: Kenwood
Laboratories, Inc.

Ethaverine HCI containing 150
milligrams ethaverine hydrochloride;
Cord Laboratories, Inc.

Ethatabs containing 100 milligrams
ethaverine hydrochloride; Meyer
Laboratories, Inc., 1900 W. Commercial
Blvd., Ft. Lauderdale, FL 33309.
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Ethabid Duracap Capsules containing
15Y milligrams ethaverine hydrochloride;
Meyer Laboratories, Inc.

Isovex containing. 30, 60, or 100
milligrams ethaverine hydrochloride;
Medics Pharmaceutical Corp., 203 Rio
Cir., Decatur, GA 30030.

Laverin containing 10 milligrams
ethaverine hydrochloride., Lemmon
Pharmaceutical Co., Sellersville. PA
18960,

Ethaquin containing I0U milligrams
ethaverine hydrocloride; B. F. Ascher &
Co., Inc., 5100 East 59th St., Kansas City;
MO 64130.

Some of the manufacturers who
asserted that theErproduct was
generally recognized as safe and
eflnctive did not provide any supporting
data. Othermanufacturers submitted
studies and supporting information. The
April 5 notice stated, that any claim that
a product was so generally recognized
must be based on the same quantity and
qualify of scientific evidence as is
required to obtain approval of a new
drug application and must be in the
format and with the analyses-required
by-21 CFR 314.200(3dj. General
recognition of safety-and effectiveness
must ordinarily be based upon objective
and well-controlled published studies
which may be corroborated by
unpublished studies and other data and
information. The essentials of adquate
and well-controlled clinical trials are
specified in 21 CFR 314.II1(a)(51,

The April 5 notice further stated that
any dontention that a drug product is not
a new drug for any other reason must be
supported by the submission of evidence
adequate to support such a contention.
The requirements of such evidence are
set out in 21. CFR 314.200(e).

The agency has reviewed the data
,submitted.in light of the criteria
specified and has found that no.
information submitted supports either a
contention that a product is generally
recognized as safe and effective or that
a productis entid to. an exemption,
from: the new drug requirements of the
act pursuant, to. one of the so-called
"grandfather" exemptions. The material
submitted (exceptfor data and
-information prohibited from public
disclosure pursuant to, 21 U.S.C 3310jJ or
18 U.S.C 1905), the agencyreviews and
a bibliography of the material submitted.
bioavailability data, and advertising
discussed in this notice are on file with
the office of the Hearing Clerk and: may
be seen between ga.m. and 4 p.m.
Monday through Friday. Specifc
reviews of thematerial submitted are
set out below.

II. Submissions to Support Claims or
Safety and Effectiveness

A. Introduction

The criteria FDA uses to evaluate
studies submitted to support
effectiveness are set out clearly in 21
CFR 314.111(a)(5]{ih) et seq. The
principles set out in that section have
been developed over a period of years
and are recognized by the scientific
community as the essentials of adequate
and well-controlled clinical
investigations. They provide the basis
for determining whether there is
"substantial evidence" to support a
claim of effectiveness.

The reviews that follow contain
evaluations of all submitted studies that
contained at least some of the elements
of a controlled trial. Studies that
obviously 6ould not provide substantial!
evidence of effectiveness have been
omitted.

Papaverine products are intended for
use in patients with symptoms due to
cerebral. peripheral, and myocardial
ischemia. Effectiveness of the products
can be suggested by measurements of
blood flow in such patients but can be
documented only by a demonstrated
reduction in the claimed symptoms of
ischemia, such as improvement in
cerebral performance, decreased
claudication. or improved exercise
tolerance. All of the symptoms these
products are intended to treat are
subject to substantial day-to-day
variation and placebo effect, and itis
essential that any study to assess them
use a concurrent placebo orpositive
contfol. The use ofa historical control or
the comparison of a patient with his or
her own baseline status (a kind of
historical control) cannot be considered
a well-controlled study for evaluation of
these symptoms. Several submissions
contained individual- case reports and
informal collections of random patient
experience (common in the older
literature) as well as-formal studies that
used no explicit concurrent control
group. These studies are not reviewed
below. Studies which didnot examine
clinical symptoms, e.g., studies that
assessed vasodilation of various blood
vessels such as coronary vessels, or
EEG changes, have not been considered
unless the vasodilation of EEG change
was linked to improvement in specific
clinical symptoms o;: signs, such as
decreased claudication: or improved
exercise tolerance.

Many submissions contained reports
of animal studies. These too arenot
considered irs this notice as they cannot
provide evidence of effectiveness in
humans.

It should be noted at the outset that
when multiple studies are done, each
with numerous measurements of drug
effect, it is likely that an occasional
favorable result will arise as a matter of
chance even if the drug is not effective.
Unless beneficial results are consistent
throughout the studies, they do not
constitute the substantial evidence
required by the act and regulations.

The submissions received purported
to support claims of effectiveness for
these products for use as a cerebral
vasodilator, for the reliefof cerebral and
peripheral ischemia associated with
artierial spasm, and for myocardial and
peripheral ischemia. The reviews that
follow are-grouped by sponsor and
general indication

B. Submission From Marion
Laboratories, Inc., on Pavabi Capsules

Protocols ofongoing studies were also
submitted. Two of these relate to use of
Pavabid as a prophylTaxis in patients
after a nonhemorrhagic stroke and in
demented patients.-However no data
werereported.

a. St dies-Relaling I Cerebral
Ischemiam 1. "Fffects of Pavabid
Administration on Cerebral Blood Flow
In Normals," H. S. Wang and I. D.
Obrist, Biological Psychiatry 11(21:217-
225,1976.

Twenty-one healthymale subjects.
20-30 years of age participated in a
randomized, double-blind crossover
study of placebo vs. papavemne (two
150-milligram capsules twice a day for 7
days). The investigators concluded that
the study did not show that oral
papaverine is effective in improving the
cerebral circulation in vascular disease.
It is not possible to studyvascular
disease in healthypatients.

2 "The Safety and Efficacy of Pavabid
in Treating Outpatients with Chronic
Brain Syndrome,'EL S Wang. (Nd
literature citation by sponsor.1

This was a placebo-controlled double-
blind parallelgroup study in 37 (1s on
Pavabid, 18 on placebol geriatric (ages
55-8l outpatents with a diagnosis of
mild to moderate chronic brain
syndrome. Dosage was two capsules
twice a day for 8 weeks. The subjects
were evaluated by a battery of tests
CLechsler Memory Scale (WMSL
severity of illness evaluation, evaluation
of therapeutic effect), and the results
were described. Significant
improvement was claimed for the
Pavabid group as compared to the
placebo gro1p, but this conclusion is
invalid because it depends on dividing
the WMS into nine subsets and
weighing each subject equally with the
other tests employed. If the WVMS is
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considered one test of intellectual
performance, as it should be, Pavabid
showed improvement in three tests,
while placebo was superior in two. The
results show no significant difference
between Pa'vabid and placebo. The
study is flawed in other respects. There
seems to be a nearly constant bias to
have the more ill patients in the placebo
control group. 21 CFR
314.111(a)(5)(iiJ(a)(2)(iii). Also, patient
inclusion criteria are suspect in that the
diagnosis "chronic brain syndrome" is
used without reference to the criteria for
this diagnosis. 21 CFR

3. "Increases in Cerebral Blood Flow
Induced by Oral Papaverine," J. G. Roth
and R. L. Swank. (No literature citation
by sponsor.)

Fifteen subjects (11 men, 4 women,
ages 46-82), 14 with a history of at least
one transient ischemic attack and one
healthy volunteer were studied by
xenon clearance at 2 and 6 weeks after
dosing with 300 milligrams papaverine
every day orally vs. placebo in a double-
blind crossover study. Mean cerebral
blood flow increased 11.8 percent after 6
weeks of treatment with papaverine.
Regional cerebral blood flow increased
in five of six regions at 2 weeks, but
showed no significant difference over
the left parietal region-the region most
likely to cause symptoms.,

The patients studied include what
appear to be a hetbrogeneous group with
symptoms of cerebrovascular disease.
Unfortunately, the majority of subjects
were not thoroughly evaluated for an
etiologic diagnosis of their complaints.

Whether or not the findings of the
study are correct, it does not
demonstrate usefulness of papaverine in
any condition. It cannot be assumed that
determinations of gross cerebral blood
flow bear any relationshipto the flow of
blood to comprised vascular beds. The
question of whether Pavabid alters the
incidence of ischemic episodes or their
severity is thus not addressed. 21 CFR314.111 Ca](5) [ii) [a) (2] (z.

4."Evaluation of EEG and Clinical
Changes Associated with Pavabid
Therapy in Chronic Brain Syndrome," L.
M. McQuillan, C. A. Lopec and J. R.
Vibal. (No literature citation by
sponsor).

This was a double-blind pilot study in
12 elederly subjects (ages 73-94) with
"chronic brain syndrome secondary to
arteriosclerosis." Of subjects on chronic
Pavabid, five of six showed "improved
predominant electroencephalographic
frequencies." Three of six placebo-
treated subjects showed "deterioration
of the EEG," i.e., progressive slowing.
The investigator details the results but

shows little" of statistical significance.
The experimental design is
unsatisfactory since the only criterion of
EEG evaluation is background'EEG
frequency. The subjects were studied
while awake and during drowsiness and
sleep, which would be expected to lead
to poor estimates of alpha frequency
because of a lack of control for level of
consciousness, time of day, mood of
subject, and concurrent medications. A
frequency spectrum analysis would be
more appropriate, but this was not done.
21 CFR 314.111(a)(5)(ii)(a)(3). In any
case, even if EEG changes were shown,
-this would'not constitute evidence of
clinical benefit.

The study is further deficient in that
inclusion criteria (evidence for diagnosis
of chronic brain syndrome secondary to
arteriosclerosis) are not provided and
the sample size is smill. 21 CFR
314.111(a) (5)(ii)(a)(2)(i). The mental
function test used is not a standardized
one but, in any event, showed no
difference between drug and pracebo
groups. Thus, no benefit was shown for
the drug. The authors' comment that
'This study is of insufficient magnitude
for definite conclusions" is self-
explanatory. (This report was also
submitted by Mylan, Ormont, Key, and
USV as a published article in Current
Therapeutic Research, 16(1):49-58,
1974).

5. "Electroencephalographic and-
Behavioral Changes Associated with
Papaverine (Pavabid) Administration in
Healthy Geriatric Subjects," J. 0. Cole,
R. J. Branconnier, and G. F. Martin.

Ten healthy geriatric volunteers (ages
60-79) were treated in a double-blind
crossover study'evaluating EEG and
psychometric tests after a single 300-
milligram dose of Pavabid (vs. inert
placebo). The only EEG change was a
difference in beta 'frequencies (27-40
H2). A 10-percent increase was noted in
these frequencies after placebo, while a
10.4-percent decrease was found after
Pavabid. No differences were found in
psychometric testing. The significance of
the beta2 frequency change is unknown
but is self-evidently not a clinical
benefit. (This report was also submitted
by USV and Key as a published article.
in the Journal of the American
Geriatrics Society, 23(7):295-300, .1975.)

6. "Cortical EEG and Mental
Function-Agility Evaluation of
Geriatric outpatients on Pavabid
(Papaverine HC1) Therapy (A Double-
Blind Study)," J."O. Cole. (No literature
citation by sponsor.)

This is a double-blind parallel study
in 50 geriatric subjects with "organic
brain syndrome." Doses of 300
milligrams of Pavabid were given daily

for 2 months. EEG and-psychometric
tests were performed periodically, EEG
changes in the Pavabid group Included
increased alpha activity, increased
alpha/delta-theta ratio, decreased delta-
theta and increased beta2 with Pavabld.
Interestingly, there was an increase in
beta2 in the placebo group at 2 months.
This result does not agree with the
results in "nomal" geriatric subjects. In
any event, psychometric tests showed
little difference between Pavabid and
placebo. In the Peterson Short-Term
Memory Test, palceb6 showed a better
response profile than Pavabid.
Obviously, this report does not support
the use of Pavabid in chronic brain
syndrome by showing any clinical
benefit from the drug. In fact, placebo
showed a significant advantage in short-
term memory testing. The author could
not explain this result.

7. "Efficacy and Safety of Papaverine
in-the Management of Cerebral
Arteriosclerosis," A. Culebras-
Fernandez, (No literature citation by
spons6r.)

Twenty elderly patients with
dementia associated with
cerebrovascular disease were studied In
a double-blind parallel study. At the end
of 90 days on placebo or Pavabid (300
milligrams), a comparison was made of
EEG activity in Pavabid-treated patients
vs. controls (nine subjects per group less
two dropouts in the study). Pavabid-
treated patients showed increased
alpha, beta, and beta2 activity. The

'investigator suggests that these EEG
changes "improve the general
functioning of the chronic brain
syndrome patient," but provide no direct
measurement of the "general
functioning" of these patients. Again,
the EEG data are not compatible with
some other data presented by the firm,
but in any case cannot demonstrate the
clinical usefulness of the drug. There is
evidence that Pavabid has an effect on,
EEG power spectrum. What Is
necessary, however, is a showing that
there is a relationship between change
in power'spectrum and therapeutic
effect in cerebral atherosclerosis. This
has not been done. 21 CFR314.111[a)[.5]fii)(a] (2)[i).

8. "An Evaluation of the Efficacy of
Papaverine Hydrochloride (Pavabid) on
Alleviating Symptoms of the Chronic
Brain Syndrome," S. Cooper and E,
Cleino. (No literature citation by
sponsor.)

Twenty elderly patients with "chronic
brain syndrome" were studied in a
double-blind crossover study comparin8
Pavabid with placebo for 1 month.
Pavabid was given at a dose of 150
milligrams three times a day, Seven
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psychometric tests were evaluated. No
statistically significant improvement
was seen in physical disability score,
apthy, communication failure, socially
irritating behavior, total assets, or in the
Wechsler Memory Scale, but the change
in-Peabody Picture Vocabulary Test
favoring the treatment group- was
significant at the 0.05 level

The investigator admits to the
inadequacy of this study. The periods of
study were brief and data inconclusive.
The study group was small, concurrent
medications were continued, and the
study design was inadequate. In
addition, the results of only one of seven
tests showed a statistically "significant"
result. With, seven different tests, there
is substantial likelihood of such a
"significant" finding occurring merely by
chance.

9. "Management of ChronicBrain
Syndrome Secondary to Cerebral
Arteriosclerosis with Special Reference-
to Papaverine Hydrochloride," F. H.
Stern.Journal of the American
Geriatrics Society; 18(6):507-512; 1970.

This is a placeba-controlled crossover
study in 30 geriatricpatients with
symptoms of chronic brain syndrome
secondary to arteriosclerosis. Treatment
dose was 300 milligrams twice a day.
Fifteen symptoms were evaluated.
Papaverinewas more effective than
placebo in reducing the severity of 13 of
15 symptoms. The data showed Pavabid
to be better than placebo at the 0.005
level.

The study had two serious flaws,
however. Inclusion criteria are not
explicitly stated so the appropriateness
of patients for study is not shown. 21
CFR 314.111(a)(5(n)[a)(2][(J. Also, the
study was not truly double-blind as the
charge nurse had access to the
randomization code. The symptoms of
senile dementia are highly susceptible to
environmental stimuli, such as attitudes
of nurses and physicians. True blinding
therefore. is needed to minimize patient
and investigator bias. 21 CFR
314.111(a](5)(hi(a](3) and (41. When the
data were analyzed by the sponsor to
correct for this deficiency (essentially
eliminating the nurse ratings from
consideration, no significant difference
between treatments in overall
evaluation -of symptoms-was found.
(This article was also submitted by Key,
Mylar, NPA, and USV).

10. "Effect of Pavabid Administration
on Patients with Cerebral
Arteriosclerosis," R. E Ritter (No
literature citation by sponsor.)

This is a double-blin placebo-
controlled study-in 60-gerfatric patients
with impaired mental function
secondaryto cerebral arteriosclerosis.

usingPavabid 600 milligrams daily.
Fifty-seven subjects completed the 60-
day study (28 Pavabid. 29 placebo).
Three subjects did not complete the
study. One patient on Pavabid could not
be controlled on Pavabid and two
placebo patients left the hospital. Data
from these subjects were not included.
obviously favoring Pavabid. Pavabid
was superior when compared with
placebo in most psychometric tests
performed. "Global rating" was
improved in 68 percent of Pavabid-
treated patients vs. 38 percent of
controls. The Nurses' Observation Scale
for Inpatient Evaluation (NOSIE]
showed Favabid to produce more total
improvement significant at the 0.05
leveL The BriefPsychiatric Rating Scale
(BPRS) showed Pavabid superior in
conceptual disorganization, mannerisms,
and uncooperativeness (0.05 level]. No
difference was found in the Wechsler
Memory Scale.

As with most of these studies, the
diagnostic criteria for inclusion can be
questioned. One group, of patients were
said to have psychosis associated with
cerebral atherosclerosis but the basis for
this diagnosis is notdefined. 21 CFR
314.111(a)(5)(ii)(a)(2](i ] . In addition the
comment that the staff could distinguish
response to therapy suggests a defect in
blinding. 21 CFR 314.111(a)(5)(ii)(a)(3).
This would make the global and NOSIE
results suspect regarding objectivity, In
the tests not subject to observer bias
and thus resistant to this deficiency in
study design, such as BPRS scores, only
3 of 1&scores were significantly
improved; in the Wechsler, no difference
was found. The staff performed the
ratings that were "significantly"
improved on Pavabid.

Although some effect is suggested, the
defect of imprecise diagnosis of
psychosis associated with cerebral
arteriosclerosis, the possible breakdown
in blinding, and the fact that only half of
the measures favored Pavabid in a
meaningful way militate against
considering the trial as strong evidence
of pharmacologic activity, able to be
counted alone as an adequate and well-
controlled study clearly demonstrating
efficacy. (This report was also submitted
by Key, USV, Lilly and NPA as a
published article entitled "The Effect of
Papaverinb on Patients with Cerebral
Arteriosclerosis," R. M. Ritter, H. R.
Nail, P. Tatum, and M. Blazi. Clinical
M'edicine, 78:18-22, 1971).

11. "Effects of'Pavabid
Admirnistration to Senile Patients as
Measured by the NOSIE--30 Rating
Scale," W. R. Nesbitt. (No literature
citation by sponsor.)

In this pilot study apparently
conducted in a double-blind placeba-
controlled fashion. 50 patients with
"senile dementia secondary to cerebral
arteriosclerosis" received Pavabid (300
milligrams a day) over amonths. Five of
the 16 factors on the NOSIE-3 rating
scale favored Pavabid. Patient groups
were not comparable with respect to
concurrent medication, diagnostic:
classification, or sex. 21 CFR
314.111(a](5)(ii (a(21](zl, (a](2Xiii, and
(a)(3).

12. "Effects of Pavabid in Patients
with Chronic Brain Syndrome," ML R.
Gilliss and R. W. Earl. (No literature
citation by sponsor.]

This is a double-blind placebo-
controlled study of 61 geriatric patients.
Pavabid was given twice a day for 3
months and psychometric evaluations
were performed.

Subjects entered in the-study were
said to have chronic brain s-ndrome
secondary to cerebral arteriosclerosis.
Included in the "arteriosclerotic
symptoms," however, are such-
symptoms as somnolence, irritability,
delusions of a nonsystemcpersecutory
type, fatigue, and regular, transient
headaches, characteristics that are not
particularly associated with
arteriosclerosis. 21 CFR
314.111 (a] (5) (11) (a] (2) ().

The study used nonstandardized
abbreviated versions of standard tests
(21 CFR 314.111Ca](5)(if(a)(3]) and, in
any case, obtained statistically
insignificant results. Of 23 symptoms
studied, two showed a significant
Pavabid advantagewhile one showed a
significant advantage for placebo
(patients more "helpful". At the .05
level one might expect one factorin 2a
to favor Pavabid& 21 CFR
314.111 (a) (5) ii (a) (2) z.

13. "The Efficacy of Pavabid in the
Treatment of Patients with Organic
Brain Syndrome." K. L Graupner. (No
literature citation by sponsor.)

In this study the sponsor examined 5s
patients with the diagnosis of organic
brain syndrome. Forty completed a 6-
month study of"double-blind'" treatment
of Pavabid 600 milligrams per day and
placebo. Of a total of 76parameters, 10
were found to show a statistically
significant difference favoring the
Pavabid over placebo groups. while twor
favored the placebo group. No side
effects were reported in. this study. The
medication was given for the entire
tfeatment period in those patients in the
Pavabid group. Of the 76 parameters
studied, those which showed a
difference included components of the
Minnesota Multi-phasic Personality
Inventory. These components were
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hypochondriasis, depiession,
psychopathic deviation, and
psychasthenia. Other variables that
favored Pavabid included insomnia,
organic brain syndrome, impairment of
intellect, disinterest, loss of social
amenity, regression, and lack of
cooperation. The language disturbance
rating favored placebo. In addition, one
of the ratings, "therapy effects on
personality function," showed a greater
placebo response than drug response, a
difference that was signifidant at the
0.04 level.

The study was flawed by an error in
blinding so that it must be considered as
a single-blind study. The patient
numbers on the medication labels were
marked with an A or B. All patients on
placebo Were in group A; all patients on
Pavabid were in Group B. Such a key is
readily broken and bias is thus not
minimized. 21 CFR 314.111(a)(5)(ii). Also,
the investigator concluded that "no
overwhelming difference can be
attributed to either Pavabid or placebo
treatment in this study." Thus, this study
does nof-show efficacy of Pavabid in
patients with organic brain syndrome. 21
CFR 314.111 (a) (5) (ii)(,a (4).

14. "Effect of Pavabid (Papaverine
Hydrochloride) Administration on
Patients with Senile Psychosis: A
Double-Blind Crossover Study," B.
Rothfeld. (No literature citation by
sponsor.)

Jn this study, 40 hospitalized patients
with chronic brain syndrome said to be
associated with arteriosclerosis were
evaluated in ' double-blind crossover
protocol. The medication was given in
300-milligram daily doses. The
evaluation tests included the Nurse's
Observation Scale for Inpatient
Evaluation (NOSIE); the Brief
Psychiatric Rating Scale and the global
rating test. The only statistically
significant difference between the
treatment groups occurred in the
depression-and irritability subsets of the
NOSIE, and the results indicate that the
patients were more depressed and
irritable while on Pavabid therapy.
Because there was no statistically
significant advantage of Pavabid over
placebo, 6ne could conclude from the
study that Pavabid is of no benefit in
treating patients with the senile
psychosis syndrome.

15. "Evaluation of Pavabid and
Placebo Effects in Patients in an
Extended Care Facility (A Double-blind
Placebo-Controlled Parallel Study)," J.,
Daniel. (No literature citation by
sponsor.)

A summary of this study was
submitted. This 16-week studywas
conducted in an extended-care facility

for geriatric patients. Twenty-seven
patients suffering from either
generalized or cerebral arteriosclerosis.
completed the study. Thirteen patients
were given Pavabid capsules, 150
milligrams twice a day, and 14 patients
were given two placebo capsules twice
a day. The response was evaluated and
the Pavabid-treated patients were found
to be significantly more irritable at the
end of 8 weeks. No other differences
were seen in the Nurse's Observation
Scale for Inpatient Evaluation, the
Plutchik Geriatric Scale, or the nurse's
global impression. No statistically
significant differences were found
between Pavabid and placebo. Thus,
there was no evidence suggesting any
role for Pavabid in the treatment of
patients with cerebrovascular disease in
an extended-care facility.

16. "Pavabid and Placebo Effects in
Senile Nursing Home Patients (A
Double-Blind, Placebo-Controlled
Parallel-Group Study)," S. H. Tyler. (No
literature -citation by sponsor.)

In this study, 40 nursing home patients
with chronic brain syndrome secondary
to cerebral arteriosclerosis were -treated,
in a double-blind randomized fashion
with either 300 milligrams twice a day of
Pavabid or placebo. The psychological.
evaluations included the NOSIE, the
Parkside Behavior Rating Scale (PBRS),
and a global rating system. Three of
seven subsets (total assessment, social
competence, and irritability) of the
NOSIE scale used in this-study showed
a significant advantage in Pavabid
therapy, while PBRS, Wechsler Adult
Intelligence Scale (WAIS) and global
ratings showed no significant difference.
Thus, there was no evidence of benefit
to patients treated with papaverine in
this study based upon the complete
results of four tests. An advantage
shown in three subsets of one
evaluation does not constitute evidence
of benefit.

17. "Efficacy and Safety of Pavabid in
the Treatment of Symptoms Associated
with the Aging Process," C.-F. Page, et
al. (No literature citation by sponsor.)

-Six double-blind.placebo-controlled
studies were performed on 237 patients.
in fiursing homes, extended-care

* facilities, and convalescent homes. The
patients were evaluated using a geriatric
clinical assessment scale. There were no
statistically significant differences
claimed between Pavabid and placebo
on symptoms in this study. -

18. "Open-Label Evaluation of
Pavabid in Patients with Mental
Diseases," P. M. Driemen. (No literature
citation by sponsor.)

Thirty patients confined to a State
mental hospital were treated over 2

months with Pavabid in an open-label,
uncontrolled study. The summary stated
that little consideration can be given to
the data reported because of the
uncontrolled nature of the observations.
This assessment is correct. 21 CFR
314.111(a)(5)lii)(a)(4).

19. "Improvement in Brain
Oxygenation and Clinical Improvement
in Patients with Strokes Treated with
Papaverine Hydrochloride," J. S. Meyer,
F. Gotch, J. Gilroy, and N. Nara, Journal
of the American Medical Association,
194:957-961, 1965.

This publication discusses the results
of two studies. In one study, cerebral
circulation in metabolism was examined
in 14 volunteers, 10 of whom had severe
cerebrovascilar disease with an
angiographically proven recent stroke.
Other patients suffered from moderate
cerebrovascular disease and anoxic
encephalopathy, the Pickwicklan
syndrome, or anxiety neurosis. In these
14 subjects papaverine was injected.
intravenously at a dose of 64 milligrams.
Arterial and venous blood samples were
obtained for oxygen and carbon dioxide
measurements. In addition, arterial and
venous pH and sodium ion
c6ncentration were obtained, Cerebral
venous PO2 and oxygen saturation
increased. The results were taken by the
authors to imply increased cerebral
blood flow in 1atients with
compromised cerebrovascular
circulation. This study design cannot
address the question of whether any
increased flow, if present, is directed to
ischemic parts of the brain.

In the second part of this report the
authors used intravenous papaverine
therapy in a randomized study of 70
patients who had had a stroke within 72
hours (34 received papaverine, and 30
received placebo). Patients with blood
pressures above 180 millimeters of
mercury and with blood in the spinal
fluid were rejected. A neurologic ratings
scale was devised to quantitate the
neurologic deficiency in this patient
group. The patients were examined and
given an admission score on day one,
then examined by the same person at
the end of the study, 10 days later. The
change in the point score was thus taken
as a meaure of improvement or
deterioration. No attempt was made to
blind observers and the person who
scored the patient was thus aware of
treatment. After the initial examination,
the patients were randomized into
treatment or control groups and treated
for 10 days. The treatment group
received intravenous papaverine
hydrochloride 500 milligrams in 1,000
milliters of 5 percent dextrose in 0,ZN
sodium chloride solution injected over
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an 8-hour period intravenously. These
patients received 8 hours of intravenous
therapy followed by 8 hours without
therapy around the clock for 10 days.

The results showed a greater degree
of improvement in the treated group,
and the improvement was said to be
statistically significant at the p=0.05
level. When the subgroups of patients
with major vessel occlusion were
compared, the treated group showed a
better improvement than the untreated
(p<O.1). Patients with "small vessel
disease with infarction," however,
showed no statistical difference. No
significant observation could be made
on the nine patients with brain stem
infarction or in seven patients with
cerebral infarction due to embolism. The
crucial defect in this study is the
absence of any attempt to minimize
observer bias, by blinding at least the
examiner who carried ouf the
neurological rating. 21 CFR
314.111(a)(5)(ii)(a)(3). Any scale of this
kind is subjective to some degree and
can be influenced by the observer's
expectations or biases. The
complications seen in this study include
phlebothrombosis at the injection site in
those cases in which the catheter site
was maintained for more than 2 days.
Hypotension was occasionally seen
with the initial infusion. Dfowsiness
was occasionally noted,'and in one case
apprehension and depression were seen.
This article was also submitted by Key,

USV, Lilly and Mylan).
20. "Effect of Papaverine on Regional

Blood Flow in Focal Vascular Disease of
the Brain," L C. McHenry, Jr., M. E.
Jaffe, J. Kawamura, and H. L Goldberg,
The New Englandlournal of Medicine,
282:1167-1170, 1970.

In this study McHenry et al. report the
results of intravenous papaverine in six
patients with focal cerebrovascular
disease. In these patients regional
cerebral blood flow was measured by
the radioactive xenon clearance method.
The location and distribution of the
cerebral ischemia was confirmed by
cerebral angiography. In the six cases,
the individual regional cerebral blood
flow values in areas documented to be
abnormal in flow at angiography were
all-noted to be below the limits of
normal set in the laboratory reporting of
data. With the administration of
intravenous papaverine (100 milligrams
of papaverine infused intravenously
over a 30-minute period), the mean
hemispheric cerebral blood flow
increased 18 percent from 34 to 40
milliliters per 100 grams per minute. This
change was said to be significant at the
0.05 level. Eight of the individual
regional values of cerebral blood flow

over angiographically abnormal regions
increased significantly after papaverine.
No areas were seen to decrease in flow.
No contrbls were made for observer
bias, xior were placebos given. The
authors also state that the results of this
publication offer no evidence that
papaverine alters or influences the
clinical course of patients with stroke.
21 CFR 314.111(a)(5)(ii)(a (3) and (4).
(This article was also cited by Key,
USV, NPA, and Mylan).

21. "The Effect of Intra-arterial
Papaverine on the Regional Cerebral
Blood Flow in Patients with Stroke or
Intracranial Tumor," J. Olesen, and 0. B.
Paulson, Stroke, 2:148-159,1971.

In this study the authors report the
effect of intracarotid injection of 10-
milligram doses of papaverine on
regional cerebral blood flow in 27
patients. These patients had either
cerebral infarction or intracranial-
neoplasm. The intra-arterial xenon-133
technique was used with either 16 or 35
probes. The authors reported an
increase of 93 percent in regional
cerebral flow abnormalities. In patients
with focal abnormality, the injection
produced a decrease in focal flow or a
lower increase in flow than normal.
They concluded that vasodilator therapy
decreases flow in pathologic tissue and
that this treatment should not be used in
the therapy of cerebrovascular disease.
This study is similar to the previously
described study of McHenry et al.
(paragraph 20 above), except that intra-
arterial injection of papaverine shows
some effects which would be
detrimental to the patient with focal
cerebrovascular disease, namely, the
possibility of intraterebral steal:
shunting of blood from the region of
focal ischemia to areas surrounding the
lesion.

22. "Relation of EEG to Cerebral
Blood Flow and Metabolism in Old
Age," W. D. Obrist, L. Sokoloff, N. A.
Lassen, M. L Lane, R. N. Butler, and L
Feinb erg, Electroencephalography and
Clinical Neurophysiology 15:610-619,
1963.

In this study the authors attempt to
relate EEG findings to cerebral blood
flow and metabolism in elderly patients.
The patient population included a group
of normals and a group of patients with
psychiatric impairment. The results
showed no relationship between EEG
characteristics and cerebral circulation
in the healthy patients. In contrast, the
psychiatric patients showed a
statistically significant correlation
between EEG frequency and all of the
circulatory variables determined in this
study. Thus, the results suggest that the
EEG baseline frequency can relate to

cerebral metabolic function in
pathological states of the elderly. This
would not, however, lead to any
conclusion that treatment of the
background rhythm abnormality will
improve the clinical condition of
patients with slow background EEG
frequency.

23. "Prevention of Brain Vasospasmn:
Effect of Sustained Release Form of
Papaverine (Pavabid) on Blocking of
Hyperventilation Electroencephalogram
in the Human." C. Korenyi. and J. R.
Whittier, Physicians *Drug Manual,
1(2):81--84,1969.

In this study four healthy young
volunteers were selected and given
papaverine in the oral timed-release
form. The dose was given at 500
milligrams twice a day. The EEG's of the
subjects were examined, especially as to
the effect on hyperventilation buildup
response because, in the normal subject,
changes are seen with hyperventilation
suggesting or compatible with
vasoconstriction. When treated with
papaverine as described, this response
was blocked. The authors then suggest
that this is 9n indirect measure of the
cerebral vasodilation caused by
papaverine. Obviously, the study gives
no information concerning the
usefulness of papaverine in treating any
disease or symptoms. 21 CFR
314.111(a) (5]l(i](a) (2)(i].

24. "Papaverine Hydrochloride as
Therapy for Mentally Confused
Geriaitric Patients," D. C. LaBrecque,
Current Therapeutic Research, 8(3].106-
109,1966.

In this paper the author reports his
experience with the use of oral
papaverine, 300 milligrams per day (one
150--milligr6m capsule twice a day),in
25 elderly patients with manifestations
of senility. Therapy was measured in
terms of subjective responses during
treatmenL The patients served as their
own controls, and the study was not
blinded for observer bias. The results of
this study were described as conclusive
based on observed gradual improvement
in the patients receiving Pavabid. The
study, however, was totally
uncontrolled and connot be used as
evidence of effectiveness of this drug. 21
CFR 314.111 (a](5) (ii) (a)(4). (This article
was also submitt by Key, USV, NPA,
and Mylan.)

25. "Is There a Reversible" Chronic
Brain Syndrome?" W. Dorfman,
Psychosomatics, 8(5): 293-295,1967.

In this unblinded. uncontrolled study
the author reports the results of therapy
in 35 patients described as having
chronic brain syndrome due to
arteriosclerosis with psychosis. The
author presents his observations of

Federal Register / Vol. 44. No. 73 / Friday. April 13, IM7 / Notices 22185



13-1ac Fdern Regisqter I(Vol. 4.No. 73 / Friday, April 13, 1979 1 Notices . --- .- - --

therapeutic benefit in patients with-this
syndrome. Pavabid was administered in
the sustained-release form in doses
varying from 150 milligrams twice a day
to 300 milligrams twice aday. The
patients, who presented mixed
symptoms, were taking, in addition to
papaverine, a variety of other drugs
such as antidepressants or neuroleptics.
The article suggests that some elderly
patients who are diagnosed as having
chronic brain syndrome, an irreversible
central nervous system process, do, in
fact, suffer from depression. This
depression certainly is amenable to
treatment, at least with antidepressants,
and is probably also improved by good
nursing care. The role that papaverine
plays in the elderly patient population
certainly is not elucidated by this study
since it is mostly anecdotal material. No
controls or attempts to minimize patient
or observer bias were used. 21 CFR
314.111(a)(5)(ii)(a) (3) and (4). (This
article was also submitted byUSV.)

26. "Chronic Cerebrovascular
Insufficiency Treated with Papaverine,"
E. Dunlop, Journal of the American
Geriatrics Society, 16(3]: 343-349, 1968.

In this study 37 patients, ages 45 to 80.
were studied. These patients had - -
symptoms of chronic brain syndrome
associated with arteriosclerosis. All the
patients wre given the sustained-release
form of papaverine to a total dose of 300
milligrams per day. Other medications
were continued during this study. The
patients were studied for periods
ranging from 21 days to 2 years, with a
median of 79 days. Of the patients who
completed the study, about 70 percent
obtained some relief of symptoms. The
symptoms that were relievedincluded
memory loss, vertigo, dizziness,
confusion, lack of coordination, and
headache. Younger patients tended to
show greaterimprovement than elderly
patients. Again, this study used no
control group and made no attempt to
minimize patient or observer bias. 21
CFR 314.111(a](5)(ii](a) (3) and (4). (This
article was also submitted byUSV).

27. "A Comparision of Psychological
and'Psychophysical Test Patterns Before
and After Receiving Papaverine HCL,"
W. L. Smith, M. J. Philippus, and J.B.
Lowery, Current Therapeutic Research,
10(9]:428, 1968.

In this study 20 male and female
geriatric patients with moderate
cerebrovascular disease were studied.
The patients were treated with
papaverine in doses of 600 milligrams
per day and tested using the Wechsler
Adult Intelligence Scale and the
Wechsler-Bellevue intelfijen~e Scale of
Adolescents and Adults. These tests
were performed before and at least 2

weeks after therapy with papaverine.
The study was a test/retest type with no
concurrent control group. Such a study
design cannot distinguish drug-related
improvement from spontaneous
improvement. 21 CFR
"314.111(a)(5)(ii](a)(4]. In any'casb, the
test/retest comparison in this study
shbwed no significant difference. The
investigators restudied thedata using
the chi square technique, and some
statisticaly significant changes were
seenbetween. assessments in particular
selected psychophysical tests of patients
while on papaverine. Again, the study
was not controlled and no attempt was
made to minimize patient and observer
bias. Moreover, post-facto manipulation
'of data raises the question of analyst
bias; 21 CFR 314.111(a)(5)(ii)(a) (3] and
(4).

28. "Management of Chronic Brain
Syndrome: Use of Sustained-Action
Papaverine," F. K. Stem, Geriatrics
Digest, 5:29-34,1968. '

In this report the author presents
results in 30 ambulatory, senile
inpatients with symptoms of chronic
brain syndrome caused by cerebral
atherosclerosis. In a double-blind
crossover study, the 30 patients were
treated with papaverine or placebo for
two 8-week periods with a 1-week
washoutperiod between courses. The -
dosage was one 250-milligram capsule
of sustained-releasre papaverine four
times a day for 8 consecutive weeks for
a total daily dose of 1 gram. Significant
differences favoring papaverine were
reported. in anxiety, behavioral
'disorders, and associated depression
and fatigue. Out of a rating scale of 10
symptoms, 5 showed significant
improvement of papaverine versus
placebo, and 5 other symptoms showed
no significant change. The deficiencies
in the study include patient selection;
There is no description of the technique
or techniques used to diagnose the
symptoms associated with cerebral
ateheosclerosis. 21 CFR
314.111(a)(5)(ii)(a)(3). If this drug is to be
used therapeutically in patientd with
symptoms associated with,
cerebrovascular insufficiency, some
objective measure of cerebrovascular
function should be included in the study

. design. Without angiographic evidence
of cerebrovascular disease, the
diagnosis of atherosclerotic dementia
cannot be made. In addition, because
the study lasted only 8 weeks, the long-
term benefits (if any] from. this type of
therapy were not investigated. In order
for drugs such as-papaverine to be
effectively tested, more is needed than
subjective rating scale data based on
short-term drug therapy.

29. "Papaverine in Cerebral Anglo
Spasm," H. 1. Russek and B. Zohman,
The Journal of the American Medical
Association, 136(14):930-932,1948,

In this study of papaverine
hydrochloride treatment of
encephalopathy associated with
hypertensive disease, 46 patients were
included. The study, which was an operx
trial of oral papaverine, was totally
uncontrolled. 21 CFR 314,111 (a] (5) (i)
(a) (4]. (This article was also submitted
by USV].

b. Peripheral Ischemia. 1. "The Result
of Intra-arterial Injection of Vasodflating
Drugs on the Circulation: Observation of
Vasomotor Gradient," E. V. Allen, and
G. R. Crisler, Journal of Clinical
Investigation, 16:649-652,1937.

Allen and Crisler studied a number of
purportedly vasodilating drugs by direct
intra-arterial injection in the hope that
they could demonstrate more fixing to
tissues and a greater effect than
intravenous injection. They examined
ten cases in which papaverine was
injected into the brachial artery and
eight cases in which it was injected Into
the femoral artery. The eight patients
receiving the femoral injection included
six cases of chronic arthritis or
circulatory impairment and two cases of
chronic occlusive arterial disease.
Results were not different in the two
groups of patients. Following injection
into the brachial artery there was an
increase in skin temperature in the
fingers of both hands (i.e., including the
noninjected arm] but a fall in
temperature of the toes. Following direct
injection into the femoral artery the
temperature of the toes remained
essentially constant while the
temperature in the fingers rose. This
suggests that even direct application of
papaverine to the vessels in the lower
limbs has little effect on blood flow to
them as measured by the skin
temperature. The authors suggested that
this refractoriness of the lower
extremities to vasodilation might Ire
associated with the known higher
incidence of chronic occlusive arterial
diseases in the lower extremities as
compared to the upper extremities. It
also seems possible that the population
in this study already had a certain
degree of chronievascular disease of the
lower limbs even though It was not
recognized at the time of the study.

2. "Papaverine in the Treatment of
Peripheral Vascular Disease-" F. H.
Stem, journal of the American Geriatric
Society, 13:815-819, 1965.

Stern carried out a double-blind
crossoverstudy in 30 patients with
peripheral vascular ischemia diagnosed
by clinical fmdings, x-ray examinations,
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-and laboratory studies. There is no
description of these findings,
examinations, or studies, so that the
suitability to the patients for a study of
peripheral vascular disease is not
documented. 21 CFR
314.111(a](5)(ii](a)(2](i . Apart from the
lack of definition, the diseases the
patients had were a conglomerate of
illnesses, including varicose veins,
osteitis deformans, and causalgia.
Criteria for improvement included the
appearance of the limbs, peripheral
pulses, and the patient's report of his
walking distance prior-to pain. Results
were scored as 0, no relief or .
improvement; 1, mild or slight relief, 2,
good relief, 3, excellent relief; and 4,
complete relief. There is no statement of
how the various objective criteria
(appearance of limbs, pulses) and
subjective criteria (report of walking)
were mixed together to provide this
score. 21 CFR 314.111(a)(5)(ii}(a)(3). It Is
of interest that the best results by far
were noted in the varicose vein and
undetermined groups, with 14 of the 15
patients in these groups having good to
excellent relief of symptoms. These are
the groups in which the symptoms are
least likely to be related to disease of
the peripheral arterial vasculature, the
only disease that papaverine is intended
to treat. It is implausable that a
purported vasodilator would help
persons with varicose veins. The overall
results favored papaverine markedly,
with 23 of the 30 patients obtaining
excellent or good results compared with
24 of.the placebo patients obtaining poor
results. The study cannot, however, be
considered well-controlled because of
the gross lack of details on how the
observations were conducted and the
doubtful disease status of most of the
patients. (This article was also
submitted by USV, Nylan, MPA, and
Key).

3. "Peripheral Vascular Circulation in
Patients with Rheumatoid Arthritis:
Influence of Papaverine,"-R. C.
Batterman, G. Jensen, and L. Jensen,
Angiology, 21:612-626, 1970.

The authors conducted an open study
of the acute effects of papa'verine in
patients with rheumatoid arthritis dr
osteoarthritis and normals. They also
carried out a longer term study on
patients with rheumatoid arthritis.

(i) Acute Study. The authors were
attemping to study the antispasmodic
effects of papaverine in persons with
functional spasm of the peripheral
-vascular system. They felt that patients
with rheumatoid disease had this
problem, as-manifested by cold, moist
hands, paresthesias, color changes, and

vascular spasms, and in some cases full-
fledged Raynaud's phenomenon.

They studied the response to therapy
with two principal measurements: skin
temperature as measured by a
thermistor and the plethysmographic
volume pulse wave. Fifty nine patients
were studied: 39 with rheumatoid
disease, 13 with osteorthritis. and 7 with
no arthritic condition. After 9 hours in a
basal condition, recordings of skin
temperature were made and the volume
pulse wave taken. Patients were then
given 150 or 300 milligrams of oral
papaverine and studied again with the
same measurements at 15. 30,45. 60, 90.
and 120 minutes after dosing.

The authors found that the
plethysmographic pulse area was
initially significantly lower in patients
with rheumatoid arthritis than it was in
patients with osteoarthritis or in the
nonarthritic normal patients. They also
found a somewhat lower digital pulse
pressure in the patients with rheumatoid
arthritis compared to the other two
groups.

A single dose of papaverine caused an
increase in pulse area In 32 of the 39
patients with rheumatoid arthritis but in

.only 2 of the 13 patients with
osteoarthritis and in none of the 7
normal subjects. The authors considered
this difference highly significant. Digital

- temperature went up in all of the groups
and did not appear to increase more in
the rheumatoid arthritis patients than in
the osteoarthritis patients, at least not at
the 300-milligram dose.

(ii] Chronic Study. Thirteen
rheumatoid patients were given
papaverine in an open label study for 7
to 52 weeks. The usual therapy of
analgesics and maintenance gold was
continued. Repeat peripheral vascular
studies, as described above, were
performed at various intervals. No
attempt was made to blind the study
because the patients were not being
observed primarily for clinical
manifestations of improvement. Over
time, the pulse area measured
plethysmographically rose in all treated
patients, and9 of the 13 had an increase
in fingertip temperature, although it was
quite small in some cases. Clinical
subjective improvement. such as
increased digital and body warmth,
decreased muscular pain, increased
mobility, and decreased analgesic use,
was reported in 10 of the 13 patients.

The authors state that the patients in
the acute-portion of the study were
studied in a blind fashion because the
technical staff did not know the
diagnosis of or status of the patient.
Nevertheless, a substantial number of
the patients with rheumatoid arthritis

would probably be recognizable as such.
and the study must be considered
essentially unblinded. While
plethysmography is somewhat objective.
reading values accurately can be
difficult, requiring close attention to
changes in baseline, for example. and
the readings are subject to some
observer bias. Perhaps more important.
the acute effect seen in the patients with
rheumatoid arthritis is not directly
translatable into any clinical benefiL
T is study thus does not support a
specific use of papaverine in any
disease or condition. Interestingly, the
patients with osteoarthritis and the
normal patients had a considerable
decrease in plethysmographic pulse
wave area, which might suggest that
people without some vasospastic
condition might not benefit from
papaverine and in fact might do poorly.

The long-term study is an entirely
uncontrolled study with respect to its
assessment of clinical complaints. There
is simply no way to tell what the results
would have been in a group of 13 similar
patients not treated with papaverine.
This portion of the study clearly does
not comply with the requirements of 21
CFR 314.111(a) (5][ui] (a) (4].

The study overall provides some
reason to examine the usefulness of
papaverine in Raynaud's phenomenon.
but it does not in itself demonstrate
effectiveness in any clinical condition.
(This article was also submitted by Lilly,
Mylan, and USV].

4. "Further Evaluation of Papaverine
for Peripheral Vascular Ischemia." F. H.
Stem, Journal of the American
Geriatrics Society, 15:386-393, 1967.

Stem carried out a double-blind,
crossover trial of papaverine against
placebo in 25 patients aged 51 to 85
yeairs with diabetes mellitus and "leg
cramps," by which Dr. Stem apparently
means intermittent claudication or
nocturnal pain or both. The
effectiveness criteria were the

-subjective degree of relief from leg
cramps and the distance walked before
the onset of pain. as measured by a
pedometer. Patients were instructed to
record the distance covered before the
onset of pain, but it does not appear that
any standardized walking test was
carried out. No criteria are given for
what constitutes "mild" or "good" relief
of leg cramps, the descriptive terms used
in the report.

After a week off previous therapy.
patients were assigned either to 150
milligrams of Pavabid three times daily
or to an identical appearing placebo.
How patients were assigned is not
stated, and 15 of the 25 received
Pavabid firsL After a 4-week period of
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treatment there was a 1-week washout
and then a second 4-week period during"
which the treatment/placebo groups
were switched.

Results were reported as follows: 87
percent of patients receiving papaverine
had mild or.good relief from leg cramps,
while only 32 percent of the patients
receiving placebo experienced
equivalent relief. This result was said to
be significant at the 1-percent level.
There was no measurable difference
between Pavabid and placebo in the
claudication distance

As was noted above, the study fails to
show how patients were assigned to
groups, and more of the patients
received papaverine in the first leg of
the crossover than received placebo.
Because.it is likely that the patients'
subjective response to therapy would be
greater in the earlier phases of the study
than in the later phases, the group
treated first might do better initally,
irrespective of drug efect. Also, because
the tables provided do not show
responses according to the period in
which they occurred, it is impossible to
assess the possible sequence effect.
What can be said, however, is that the
unequal distribution of patients into
drug groups might have favored the drug
treatment group. The groups were thus
not comparable with respect to a very
important variable, namely, the
sequence of receiving the two drugs. 21
CFR 314.111(a)(5][li)(a)(2)(iii). As noted
earlier, there is no explanation of what
constitutes a "good" or "mild" degree of
relief, and this deficiency is made
particularly striking-by the results of the
pedometer test. Despite the purported
great improvement in leg cramps, the
treated group did not walk any longer
before the appearance of pain than did
the placebo-treated group. Based on the
more objective measurement of distance
walked, Pavabid appears to show no
benefit at all.

Numerous side effects were far more
common in patients given Pavabid than
in placebo group. In particular, vertigo
was present in 17 of the 25 patients,
compared to none in the placebo-treated
patients. Nausea was common in both
groups, although somewhat more
common in the placebo group.

This study is basically negative with
respect to a demonstration of objective
improvement in patients with peripheral
vascular disease. Although patients
reported that they felt better while on
Pavabid, this is not confirmed by their
own measurements of their ability to
walk without pain and therefore must be
discounted. Also, because the charge
nurse was aware of the assignment to
groups, blinding may not have remained

intact during this study. 21 CFR
314.111(a](5)(ii)(a)(3]. This could perhaps
accounts for the difference between the
subjective and more objective aspects of
the study. In any event the study does
not support the-isefulness of papaverine
in peripheralvascular disease. (This
article was also submitted by USV,
Mylan, NPA, and Key].

c. Myocardiallschemia. 1.
"Compdrative Value of Drugs Used in
Treatment of Angina," W. Evans and C.
Hoyle, Quarterly fournal of Medicine,
26:311, 1933 and 9:331-338,1934. .

This is a rather interesting early
controlled clinical trial of a variety of
therapies in the treatment of angina
pectoris. The science of treadmill testing
was undeveloped at the time,
apparently, and the drugs were tested
accordingto their ability to reduce the
number of angina attacks over a 2-week
period. Papaverine was one of many
drugs tested. A total of 90 patients were
included in the overall study, only 31 of
whom were given papaverine. Some of
the details of study design are not
entirely clear: It appears that there was
a baseline placebo period before any
.drugs were given as well as placebo
periods of variable length (2 to 4 and
more weeks) introduced between active
drug, treatments. There apparently was
no randomization process, hoWever, and
obviously the investigators were not
blind. For the papaverine series, it is not
entirely clear which placebo period is
being compared with therapy. In any
case, the results failed to show any
benefit of papaverine in patients with
angina pectoris. In the 31 patients faking
papaverine, there was an average of 27
attacks during the test period, and in the
sam'e patients taking placebo there were
29 attacks. The number of patients
showing great improvement was
identical in each group, while there was
a somewhat greater number of patients
with moderate improvement in the
papaverine group. The authors.
concluded that the results did not
support the view that papaverine has
any real value in continuous treatment.
(This article was also submitted by Key,
NPA, and Reid):
1 2. "Clinical Uses of Papaverine in
Heart Disease," S. R. Elek, andL. N.
Katz, Journal of the American Medical
Association, 120:434-441,1942.

Elek and Katz studied the effects of
oral papaverine on the anjinal
syndTome and ventricular premature
beats and the effects of intravenous
papaverine on premature beats. The
methodolbgy used is uflclear in many
areas. 21 CFR 314.111(a)(5)(ii)(a)(3]. In
the study of angina, which involved 17
patients, it appears that following a

preliminary period of placebo control,
during which the number, duration,
severity, and inducing circumstances of
each anginal attack were recorded,
patients were placed on papaverine 100
milligrams four times a day. The paper
says that usually weeks of placebo
medication were alternated with a
similar period of papaverine medication,
but it is not clear how the data in this
second placebo period were used. It
appears that in some cases the patient
had several trials with the drug. A high
rate of improvement in angina pectoris
is recorded for the treated patients, with
70 percent being definitely Improved. It
cannot be determined from the paper,
however, whether this improvement Is
in comparison with the initial placebo
baseline or with a subsequent placebo
group, nor is it clear precisely how
improvement was measured. The
observer Was at no time blinded and
interacted closely with the patients in
filling out the diary. Clearly this method
does not in any way minimize potential
observer bias. 21 CFR
314.111(a)(5)(ii)(a)(3]. In addition, there
is no evidence that the results oi
papaverine were compared with a
concurrent control, because there are no
values given for improvement during
placebo periods of medication. 21 CFR
314.111(a)(5](i)(a)( .

Five patients with premature systoles,
either arterial or ventricular, were
treated with papaverine. The method of
measuring the frequency of premature
beats was'palpation of the peripheral
pulse~or of the cardiac apex, and those
measurements were taken two or three
times a day. This is obviously an
extremely unsatisfactory method of
measuring the frequency of ventricular
premature contractions. The duration of
observation is not given. In almost any
patient with arrhythmia, the abnormal
rythm is variable in frequency
throughout the day; and periods'of
relatively low frequency and relatively
high frequency could therefore be found
in any patient. This method is therefore
completely nonobjective in the hands of
an unblinded observer. This study, like
the other, was open, and bias -was not in
afiy sense minimized. 21 CFR
314.111(a)(5)(ii)(a)(3). The various
patients generally had a preliminary
control period, a papaverine treatment,
a second control period, and a
subsequent papaverine period. It is quite
striking that the initial control period In
every case was extremely high
compared to all three other periods and
that the second controlwas in most
cases coinparatively low and not very
different from papaverine. (This article
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wai also submitted by Key, NPA, and
Reid).

3. "Papaverine in the Treatment of
Coronary Artery Disease," W. Gray, J. E.
F. Riseman, and S. Stearns, New
England lournal of Medicine, 232:389-
394,1945.

These authors studied the use of
papaverine and placebo in 11 patients
and compared the angina frequency and
"the 'amount of work necessary to induce
angina as measured by a standardized
exercise tolerance test carried out in a
cold room. The study cannot be deemed
to be adequate and well-controlled
because the precise design details are
not provided and it is not clear what
comparisons were made. No benefit was
seen in these patients, and the authors
concluded papaverine was not effective
in angina pectoris.

4. "A Reevaluation of Papaverine in
the Treatment of Angina Pectors," A. J.
Simon, M. Dolgin, A. J. L. Solway, J.
Hirshmann, and L. N. Katz, Journal of
Laboratozy and Clinical Medicine,
34:992-997,1949.

These authors reported the results of
treatment in 13 patients with angin
pectoris. After at least a 6-week '
baseline, when it appeared the patient's
angina had reached a stable level, the
patient was given a placebo, which he
received for at least 4 weeks. Placebo
was then followed by papaverine,
substituted without the patient's
knowledge. The study was thus single
blind, i.e., blind for patients but not for
the observer. The average weekly
number of attacks of pain were-recorded
and compared for the placebo and
treatment periods. A study of this kind,
comparing an initial placebo period with
a later treatment period, cannot be
considered well controlled because it
cannot account for trends over time
which are not related to drug use. 21
CFR 314.111(a)(5)(ii)(a)(4). This study,
however, used a placebo period that
followed a substantial baseline so that it
is possible a steady state-had been
reached. In any event, 11 of 13 patients
had no substantial change in attack rate
during treatment. The authors concluded
that the study shows papaverine is of
limited value in angina-pectoris,
although they did have the impression
that certain patients responded. The
study is lacking in details and cannot be
considered a well-controlled trial. It
does not support effectiveness. (This
article was also submitted by NPA,
Reid, and Key).

5. "Choice of a Coronary Vasodilator
Drug in Clinical Practice: Evaluation of
Effects by Electrocardiographic Tests,"
H. L Russek, K. F. Urbach, A. A.
Doemer, and B. L Zohman. Thefiournal

of the American Medical Association,
153:207-211,1953.

Russek and his co-workers evaluated
Master's tests and ECG's in 14 patients
before and after treatment with three
different doses of papaverine. The
results are not described in detail nor
are there criteria given for what
constituted a normal response. Russek
apparently was looking for the reversal
of electrocardiographic abnormalities to
the standard exercise response seen in
the patients before treatment. The
results are illustrated with Master's test
responses in a small number of
individuals. The authors state that
electrocardiographic abnormalities
reverted to normal in 7 of the 14 patients
treated with papaverine. There is a well
known "training effect" n treadmill and
exercise testing of all kinds and, as the
placebo or control period always
preceded the drug studies, this training
phenomenon may simply have
manifested itself jin the form of apparent
improvemenL This problem would not
arise, of course, had there been an
adequate concurrent or randomized
crossover control group for comparison.
21 CFR 314.111(a)(5)(iiiab)(4). As noted.
the precise details about how this study
was carried out, including the
observations made and their timing, are
not provided. 21 CFR
314.111(a)(5)(ii)(a)(3)

6. "Action of Papaverine In Cardiac
Arrhythminas," I. Reiser, and R. E. Leslie,
Current Therapeutic Research, 6:690-
695,1964.

Reiser and Leslie studied papaverine
in 24 patients with various arrhythrnias.
The patients were given a control
electrocardiogram and the drug was
administered for 2 weeks, during and
after which further tracings were
recorded. In ten patients with
ventricular extrasystoles, seven were
said to have been markedly improved
and to have exhibited no premature
beats, while two other patients showed
a marked de'crease. Similar good results
were reported in patients with arterial
fibrillation and premature beats where
the fibrillation persisted but the
premature beats disappeared. The study
is entirely lacking in relevant details,
such as the duration of both the original

-and followup ECG's. 21 CFR
314.111(a)(5)(ii)(a(3). Without these
details it is impossible to tell what was
measured. Many patients with frequent
ventricular premature beats can be
found to have stretches of normal
rhythm in the course of an average day,
and the number of ventricular premature
contractions is known to vary from hour
to hour and day to day. Brief ECG
tracings at various times during the day

do not give a true assessment of the
patient's all-day status. A reported
change from a single baseline recording.
which could represent the time when a
patient is worst, means nothing,
particularly when observers are
unblinded and can control the time of
measurement. 21 CFR
314.111(a)(5)(ii(a) (3). The proper design
for such a study would use a concurrent
control group and provide numerical
comparisons of the effect of therapy in
the treatment and placebo groups, with
measurements taken in similar ways in
both groups. Modem studies, of course,
use long-term monitoring of the
electrocardiogram. This study used
essentially no control except for a single
baseline ECG. 21 CFR
314.111(a)(5)(iia) (4). (This article was
also submitted by Mylan and USV].

d. Summary of Studies of
Cerebrovascular Diseases. The Marion
submission included eight volumes of
data and literature in support of the
safety and efficacy of Pavabid as a
vasodilator. The material presented
included a considerable amount of data
on the use of Pavabid in patients with
neurologic disease. There is little
dispute that papaverine is a
pharmacologically active agent that can
dilate normal blood vessels in animals
and humans. The question. of course, is
whether such vessel dilation is useful in
the treatment of any human disease.

1. Organic brain Syndrome.
Papaverine has been studied principally
in treatment of "organic brain
syndrome," "chronic brain syndrome,"
"symptoms associated with
atherosclerosis." and "dementia,"
particularly in patients where these are
thought to be related to cerebral
atherosclerosis. In atherosclerosis the
primary process is sclerosis-that is, a
decreased vascular compliance. Spasm,
if present, is a secondary phenomenon
not believed to play a role in the
initiation of cerebral ischemia. Because
it is not clear that such vessels can be
dilated by vasodilators like papaverine,
the rationaleTor its use is also not dear.
In addition, the cause of senile dementia
is often, perhaps usually, not
atherosclerosis.

A recent report by Hachinski. et al. is
instructive at this point. "Multi-Infarct
Dementia: A Cause of Mental
Deterioration in the Elderly," V. C.
Hachinski, N. A. Lassen, and J.
Marshall. The Lancet, 2:207-209,1974.
These authors define the condition of
multi-infarct dementia. In the past, many
clinicians have believed
cerebrovascular disease to be
responsible for most of the slowly
progressive dementia of old age. Clearly
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this is not correct because most cases
show Alzheimer-type degeneration of
the brain at autopsy. The term "cerebral
atherosclerosis" is often used
inappropriately, and the proper
diagnostic criteria are described in this
reference. Classically, to receive the
diagnosis of multi-infarct dementia,
multiple strokes, either small or large,
must have occurred. These infarcts are
usually associated with hypertension.
Patients with multi-infarct dementia
may well benefit from a treatment plan
that is oriented toward control of
vascular abnormalities with the use of
antihypertensive agents and perhaps
anticoagulation. Thus, since the vast
majority of elderly patients who have
dementia do not have cerebrovascular
disease, the role of vasoactive
medication in the elderly seems at-best
to be limited to a very small percentage
of the patients presenting with
dementia. Obviously, it is essential in
studies of vasoactive agents to define
carefully the etiology of dementia.

Most of the numerous studies of
symptoms associated with cerebral
atheroscleiosis have not in fact studied
patients whose symptoms are related to
atherosclerosis, because the patients
studied are not documented as having
such dipease. As noted above, the
cerebral changes usually associated
with "dementia" (be it senile,
Alzheimer's, etc.] are not vascular in
nature but are in large part associated
with grey matter function (senile
plaques, neurofibrillary tangles). To
develop "symptoms associated with
cerebral atherosclerosis" one must have
had ischemic cerebral infarctions,
usually involving both hemispheres.
Treatment of multi-infarct dementia is
oriented to arresting the underlying
cause through the use of anticoagulation
or antihypertensive medication or both.
Since the vast majority (95 percent or
more) of elderly demented patients do
not have significant cerebral vascular
disease, treatment with vasodilators
does not appear sound.

2. Stroke Treatment. The effects of
Pavabidin stroke have been studied in
three major reports with no clear
evidence of benefit. In Meyer's
unblinded controlled trial (1965] (See
paragraph 19 of Part B.a. above), 70
cases were studied and the results of a
scoring system showed Pavabid to be
related to a 'significant degree of
improvement." Lack of blinding,
however, is a crucial defect. McHenry
(see paragraph 20 of Part B.a. above)
reported results of regional cerebral
blood flow studies in six patients with
focal cerebrovascular disease.
Intravenous papaverine was found to

cause an 18-percent increase in,
hemispheric cerebral blood flow, with
increased flow to angiographically
abnormal areas. Unfortunately, the
study was not controlled and the
experimenter noted that this
observation offers no evidence that
papaverine alters or influences the
course of patients with stroke. Oleson
(see paragraph 21 of Part B.a. above)
reporting effects of intracarotid injection
with papaverine in 27 patients with
cerebrovascular disease or neoplasm,
found a decrease in flow in subjects

owith focal disease. The Oleson report
suggested intracerebral steal ad a
pathologic response to vasodilator
therapy because of dilation of
surrounding "normal" vessels, shunting
blood away from the ischemic zone.

3. EEG Changes. Much is made in the
Marion submission of the EEG effects of
Pavabid, with the suggestion that if EEG
activity is "improved," the subject is
better. This argument arises from the
days when more direct measures of
cerebral structure and function (such as
angiography, emission counting, and
computerized tomograph) were not
available. Since Pavabid blocks the EEG
desynchronization induced by
hyperventilation, it is inferred that in
elderly patients the increase in.
background frequency associated with
Pavabid implies vasodilation. Even if
true, the relationship of such an effect to
any neurologic disease is unknown.
almost without exception, drugs that
pass the blood/brain barrier will cause
some, albeit subtle, changes in the EEG
power spectrum. Diazepam, for
example, causes increased beta
frequency components and in general
increases the high frequency activity.
The phenomenon, while of interest to
the electroencephalographer, has little if
any clinical significance.

4. Possible Beneficial Effects of
Pavabid. While the emphasis in the
Marion submission is on use of Pavabid
in stroke, little emphasis is placed on
use of vasodilation in disorders known
to involve cerebral vasospasm.
Vasospasm is often seen during
angiography in subarachnoid and
intracerebral hemorrhage. The degfee of"spasm' is directly related to the
clinical state of the patient. In the
vasoconstrictive phase of migraine,
potential benefit from Pavabid may be
found.

C. Submission From USV
Pharmaceutical Corp. on Cerespan

Among the marketed indications for
Cerespan is the treatment of cerebral
vascular insufficiency. The USV
submission included many articles

which were also submitted by Marion.
These articles have been noted and
discussed above. In addition, the
following studies were submitted.

a. Studies Relating to Cerebral
Ischemia. 1. "Effect of Contrast
Material, Hypercapnia,
Hyperventilation, Hpyertonic Glucose
and Papaverine on the Diameter of the
Cerebral Arteries," P. Huber, and J.
Handa, Investigative Radiology, 2:17-32,
1967.

In this study the investigators noted
vasodilation following injection of 30
milligrams of papaverine into the carotid
arteries. This vasodilation is similar to
that found after carbon dioxide
inhalation. Obviously, this study does
not bear on routine chronic oral use In
dementia. The arterial route of
administration in patients with cerebral
vascular disease is impractical and Is
not the mode of therapy for treatment of
cerebral vascular disease using oral
papaverine. While the study may
suggest potential benefit in acute
treatment of vasoconstriction, even this
suggestion is not substantiated, as the
study is seriously flawed. Only five
patients were treated with papaverine
and there is no description of the
clinical entities leading to angiography
in this group. It is therefore possible that
these patients had normal cerebral
blood vessels at the time of study, and
questions regarding cerebral vascular
steal are not answered. Oddly, when the
researchers used a 40-milligram dose of
papaverine, a decreased dilation effect
was seen.

2. "The Effect of Intravenous
Papaverine Hydrochloride on the
Cerebral Circulation," H. W. Jayne, P.
Scheineberg, M. Rich, and M. S. Belle,
Journal of Clinical Investigation, 31:111-
114, 1952.

Intravenous papaverine hydrochloride
in doses of 200 milligrams was
administered to 18 patients. Some
patients suffered from either acute or
chronic liver disease, while others were
normal middle-aged or elderly patients.
A 13-percent increase in cerebral blood
flow, as measured by the nitrous oxide
technique, was seen. Again, as In many
other studies, the fact that cerebral
blood flow increases in patients with or
without minimal cerebral vascular
disease does not support a therapeutic
application of the drug in patients with
cerebral vascular disease. This study,
does add to the considerable data on
normal healthy animal and human
subjects in which papaverine does reem
to produce a vasodilatory effect. The
clinical implication of this effect in
cerebral vascuar disease is unknown.

!
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(This article was also submitted by
NPA, Key, and Reid).

3. "Effect of Cerespan on Cerebral
Blood Flowas Measured by Changes in
Thermograms in Patients with Cerebro-
Vascular Disease," I-L Karpman.

In this-study forehead thermography
was used as an indicator of blood flow
to the head. Unfortunately, forehead
thermography measures extracranial
and ex temal carotid blood flow and it
cannot, therefore, be employed to
substantiate the use of this agent in
patients with intracerebral disease.
(This report was published as an article
entitled "Effect of Papaverine
Hydrochloride on Cerebral Blood Blow
as Measured by Forehead
Thermograms," H. L. Karpman and J. J.
Sheppard, Angiology, 26:592-604,1975,
and was also submitted by Reid).

4. "Effect of Cerebral Circulatory
Drugs on Cerebral and Peripheral
Circulation with Special reference to
Aminophylline, Papaverine,
Cyclandelate and Isoxsuprine," M.
Miyazaki, Japanese Circulation Journal,
35:1053-1057,1971.

Forty milligrams of papaverine was
administered by the intravenous route
with blood flow measured using the
Doppler technique. A transient increase
in blood flow was found in the internal
carotid artery on the side monitored by
this technique. Apparently the subject
studied was a healthy human, although
the details of the study are rather scant.
The study does again confirm the fact
that there is some increased cerebral
flow in some healthy subjects after
receiving papaverine. {This article was
also submitted by Ormont).

5. "Measurement of Cerebral Blood
Flow by Ultrasonic Doppler Technique,"
M. Miyazaki, Japanese Circulation
Journal, 30:1203-1209,1966.

This study includes a ratherbrief
section on papaverine. It is interesting
that the author states that vasodilation
occurs with intravenous doses of more
than 10 milligrams of the drug, but that
such vasodilation is "very slight in
patients with cerebral vascular
disease." This article is rather terse and
does not describe who was studied by
this technique. The findings, ip any case,
suggest a lack-of therapeutic efficacy in
patients with intercurrent cerebral
vascular-disease.
. 6. "An Ergot Alkaloid Preparation

(Hydergine) vs. Papaverine in treating
Common Complaints of the Aged:
Double-Blind Study," A. Bazo,Joumnaul of
the American Geriatrics Society,
21(2):63-71,'1973.

In this study 66 geriatric patients with
various complaints associated'with the
aging process and attributable to

cerebral Vascular insufficiency were
treated with either Hydergine or
papaverine using a double-blind
crossover technique. Rating scales for
symptoms, overall clinical condition,
therapeutic change, and mental status
showed consistent improvement in the
Hydergine group compared with the
papaverine group in relief of symptoms
associated with mental confusion,
irritability, emotional liability,
depressed mood, and lack of motivation.
This study is in sharp contrast to the
papaverine vs. placebo studies in similar
patient groups which are presented as
showing some therapeutic effectiveness.
In this study, Hydergine had a
consistently superior response in all the
symptom categories, in the overall
clinical condition, in the change in
mental status, and in global therapeutic
change rating. Few, if any, beneficial
effects were seen in the papaverine-
treated patients. This study appears to
be well designed and showed in the
aggregate a net negative effect from
papaverine when compared to
Hydergine. (This article was also
submitted by Key).

7. "Management of Chronic Brain
Syndrome Secondary to Cerebral
Arteriosclerosis with Special Reference
to Papaverine Hydrochloride," F. H.
Stem, Journal of the American
Geriatrics Society, 18(6):507-512,1970.

In this study the sustained-release
form of papaverine was used in 30
geriatric patients with chronic brain
syndrome. The study is reviewed in
paragraph a.9 of Part B above. The
results of this study are similar to those
published in Dr. Stern's paper in
Geriatrics Diges and appear to
represent the same trial. (See paragraph
a.28 of Part B ab6ve). (This article was
also submitted by Mylan).

B. Miscellaneous Studies. 1. "A
Controlled Study of Drugs in Long-Term
Geriatric Psychiatric Patients; A Double-
blind Comparison of Pentylenetetrazol.
Papaverine, and Niacin," L Lu. B. A.
Stotsky, and J. 0. Cole, Archives of
General Psychiatry, 25:284-288,1971.

In this study 60 long-term psychotic
geriatric patients were treated with
either pentylenetetrazol, papaverine, or
niacin. The resulting mixed group of
reactions included some improvement
and some deterioration in the symptoms.
Papaverine appeared to be least
efficacious of the treatment programs.
The study is questionable n many
respects, one of which is the obvious
error in using a vasodilator in patients
with psychosis. There 0 no conceivable
therapeutic rationale for this approach.
Indeed, the final comment of the authors
reinforces this objection when they

state, "Papaverine may be worth further
study if one could identifyr patients with
responsive cerebral vascular systems."
(This article was also submitted by
Key.)

2. "The Cerebral Effects of Papaverine
Hydrochloride in toxemia of
Pregnancy," M. L McCall. V. Finch. and
H. IV. Taylor, American JumaI of
Obstetrics and Gynecology, 61:393-398,
1951.

In this study, 15 normal women
between 34 and 40 weeks of gestation.
23 patients with toxemia, and 21 with
hypertensive toxemia were treated with
papaverine in doses that varied from 1
to 3 grains, the usual dose being 2 grains
intravenously or 3 grains
intramuscularly. Comparing pre- and
post-teatment cerebral blood flow,
cerebral vascular resistance, and
cerebral metabolic rate for oxygen,
papaverine caused a lowering of blood
pressure in patients suffering from
nonconvulsive toxemias of pregnancy.
The Kety-Schmidt nitrous oxide
technique was employed. No adverse
reactions were noted. This study is
flawed in that no controls of any kind
were used. 21 CFR 314.111(aJ[5)[ii(a})[.
Tis article was also submitted by

Marion and Reid.)
3. "Relieving Select Symptoms of the

Elderly," J. J. Nelson, Geratics, 30:133-
139,142,1975.

In this study the author conducted a
double-blind comparison of Hydergine
and papaverine. Sixty-eight geriatric
patients with symptoms of impaired
cognitive function associated with the
aging process were studied. The total
dose of papaverine was 300 milligrams
per day over a 12-week period.Eighy-six
percent of the patients on Hydergine
showed an improvement, while 55
percent of those taking papaverine
improved. Obviously, this does not
provide any evidence of effectiveness
for papaverine. (This article was also
submitted by Mylan and Key.]

4. "Mental Decline in the Elderly.
Pharmacotherapy (Ergot Alkaloids vs.
Papaverine)." H. J. Rosen.ourn a! of the
American Geriatrics Society, 23(4).169-
174,1975.

In this double-blind 12-week study,
Hydergine was compared with
papaverine therapy in a parallel-design
trail. After 12 weeks of treatment and
ratings of overall clinical condition and
global change, the study showed that 26
patients given the ergot therapy
improved more than twice as much as
the 27 patients given papaverine. Of the'
14 individual symptoms rates, 13
improved significantly more in the ergot
group than in the papaverine group. The
60 patients selected had symptoms
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associated with the aging process, which
included confusion, depressed mood,
dizziness, unsociability, neglect ofself
care, and others. This study, like the
study of Bazo (item C.a.6., discussed
aboved), showed a consistent beneficial
effect from the ergot therapy when
compared to papaverine treatment. No
assessment showed a clinically
significant response to papaverine. (This
article was also submitted by Mylan
and Key).

D. Ethaverine Study

"Hemodynamic Effects of Ethaverine
Hydrochloride in Patients with
Peripheral Vascular Disease," G. R.
Asby, M. Stein, M. C. Conrad, and D. D.
Michie, Current Therapeutic Research,
16:1090-1100, 1974.

This study was conducted in 25
elderly patients at the Hampton
Veterans' Administration Station,
Hampton, Virginia. All patients had >
arterial occlusive disease based on a
description of claudication, absent or
markedly diminished peripheral arterial
pulses, and decreased mid-calf •
oscillomet~r readings. A number of
measurements were taken in these
patients before and during the
administration of 200 milligrams of
ethaverine hydrochloride taken orally
three times a day. Measurements were
recorded at 3 days and I day prior to the
start of drug therapy and then were
repeaed at 1 day, 1 week; 3 weeks, and 6
weeks after the start of drig therapy.
Postdrug evluations were compared to
the average of the patients' two predrug
evaluations. Measurements included
arterial pressure, digital artery systolic
pressure -recorded plethysmographically,
and digital (skin) blood flow, also
recorded from plethysmographic
measurements. Digital vascular
resistance was calcuated as the digital
artery systolic pressure divided by
digital blood flow. Calf blood flow was
measrued with venous occlusion
plethysmography.

There was a small but significant
change from baseline in the" mean
arterial pressure but no significant
change in digital artery systolic
pressure. Digital blood flow as
significantly decreased at the 1-week
and 3-week points, corresporiding to
increased digital vascular resistance at
this stage. There were no significant
changes at the 1-week and 6-week
points for sketal muscle blood flow. It is
difficult to draw any conclusion from
such findings, and one would need to
know whether this was a consistent
'result or a peculiarity of this'study. •

For the 16 patients in whom skeletal
muscle blood flow was measured, there

was an increae in flow reported, with
increases of 10, 47, 45, and 56 percent on
day 1 and weeks 1, 3, and Q respectively.
The difference for those last three
measurements was described as
statistically significant.

The study is unsatisfactory for several
reasons, First, there is no concurrent
control for the measurements taken, and
it is therefore impossible to know
whether the measurements were
changing spontaneously, either as a
result of changes in the patients or
changes in the method of measurement.
Plethysmography is a measurement with
considerable inherent variation, anl it is
essential to have a true control group in
order to correct for this. 21 CFR
314.111(a)(5)(iil(a)(4). The study does not
say whether measurements were taken
in both legs and averaged, or only in the
leg that had abnormal initial readings; it
is therefore difficul to interpret the
meaning of an increased flow on
plethy-smography One concern with the
use of vasodilator agents in general is
that they might tend-to cause increased
flow to the more normal leg ("steal"
phenomenon). The measurement -

recorded, if-it represents an average,
-therefore could represent an increase in
the more normal leg with a decrease or
no change in the more abnormal leg' The
specific nature of the measurements and
analysis should be provided but they are
not. 21 CFR 314.111(a)(5)(ii)(a)(3). A
major disadvantage of plethysmographic
measurements is that they must be
taken at rest. People with claudication
are known to have a decreae in arterial
blood pressure in the affected limb on
exercise. Measurements made entirely
with the patient at rest are of uncertain
significance to the patient's clinical
syndrome. In addition,'of course, these
pharmacologic measurements, even if
completely valid and collected in a
controlled manner, would not
demonstrate that ethaverine was useful
in the treatment of any clinical
syndrome. (This article was submitted
by Ormont, Key, NPA, Meyer, Lemmon,
and Mylan).'

E. Conclusion

As noted above, not all the data and
literature submitted in support of these
drugs are specifically cited in this
notice. All data submitted has, however,
been reviewed and catalogued, and
found to offer no additional evidence to
support the safety and efficacy of
papaverine, ethaverine, or any similar or
related products. •

Therefore, the agency finds, on the
basis of all of the data and information
submitted that there are no adequate
and well-controlled clinical

investigations, conducted by experts
qualified by scientific training and
experience, which meet the
requirements of section 505 of the
Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 355) and 21 CFR 314.111 and
which provide substantial evidence of
the effectiveness of these drugs. In
addition, the agency is unaware of any
evidence establishing the safety of the
drugs for their indicated uses.

IV. Bioavailability
I The agency has reviewed, in addition
to the information discussed above, the
results of bioavailability tests which
were performed under an FDA contact
by the University of Tennessee. Nine
controlled-release dosage forms of
papaverne were tested and were found
deficient. The following controlled-
release products were found deficient:

1. Pavabid Capsules, 150 milligrams;
Marion Laboratories.

2. Papa-150 Capsules, 150 milligrams;
Mylan Pharmaceutical.

3. P-200 Tablets, 200 milligrams:
Rucker Pharmacal, Co., Inc., 0540 Line
Ave.,, Shreveport, LA 71106.

4. Papaverine HCl Capsules, 150
milligrams; Zenith Laboratories, Inc., 140
LeGrand Ave., Northvale, NJ 07647.

5. Papaverine HCI Capsules, 150
milligrams; Heun/Norwood, Division
Mogul Corp., 2303 Schuetz Rd., St. Louis,
MO 63141.

6. Pavacen Cenules, 150 milligrams;
Central Pharniacal Co., 116-128 E. Third
St., Seymour, IN 47274.

7. Pava key Capsules,'ll0 milligrams;
Key Pharmaceutical.

8. Papaverine HCI Capsules, 150
milligrams; ICN Pharmaceuticals, 222 N.
Vincent Ave.. Covina, CA 91722.

9. PapaVerine HCl Capsules, 150
milligrams; Vitarine.

The test data demonstrate that the
tested dosage forms did not peform
properly as controlled-release products.
Rather, the data show that the products
perform as inferior immediate-release
products. Al the controlled-release drug
products tested failed to be bioavallable
relative to 'an immediate-release
reference standard. They also are
erratically absorbed. These products ate
labeled to be administered at the same
dose as that of the immediate-releage
dosage form despite their erratic
absorption and poor bioavailability
profile.

An independent study by E, R. Garrett
et al. on controlled-release products (Int.
. Clin. Pharmacol., 16(5):193-208, 1978)

clearly establishes that for a substantial
first-pass metabolism for papaverine at
least twice the dosage of controlled-
release papaverine would be required to
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approach the performance of a
conventional dosage form, and even
then the controlled-release properties of
such a drug would still be in doubt. The
contract report, the agency evaluations
of the report and the Garrett study are
on file with the Hearing Clerk.

V. Claimed Exemptions From the New
Drug Provisions of the Act

A. Background

Section 201(p)(1] of the act and
section 107(c][4) of the Drug
Amendments of 1962 provide
exemptions from the new drug
provisions of the act for drugs that meet
the labeling and marketing conditions
specified in those sections; a drug that
meets the exemption requirements is
said to be "grandfathered."

The April 5 notice stated that a
contention that a drug is generally
recognized as safe and effective should
be based upon "objective and well-
controlled published studies which may
be corroborated by unpublished studies
and other data and information." A
number of manufactarers contended
that either papaverine or ethaverine was
so generally recognized. To the extent
that these contentions were based upon
studies submitted to the record, such
contentions are dear with in section III
above. A number of manufacturers
asserted that the drug in question was
not a new drug because it was generally
recognized as safe and effective but
failed to provide any corroborating data
whatever. Such a mere assertion cannot
establish entitlement to an exemption.
This section will focus only on the
exemptions from new drug requirements
provided by section 201(p)(1) of the act.
and section 107(c)(4)-of the Drug
Amendments of 1962, the so-called
"grandfather clauses."

The April 5,1976 notice stated further
that any contention that a drug product
is exempt from part or all of the new
drug provisions of the act pursuant to
either grandfather clause must be
submitted in the format described in 21
CFR 314.200(e). That regulation requires
a person asserting a claim of
grandfather status to support such a
claim through the submission of
"evidence of past and present
quantitative formulas, labeling, and
evidence of marketing." 21 CFR
314.200(e)f2). The regulation further
states that a failure to submit the
required evidence in the required format
constitutes a waiver of the claims.

Only one manufacturer, Eli Lilly & Co.
(Lilly), submitted evidence in the
requiredformat.Every other .
manufacturer who asserted that a

product was entitled to an exemption on
the basis of either the 1938 or the 1962
grandfather clause failed to submit the
required evidence in the required
format, although some manufacturers
did submit some material in support of
their claims. Consequently, all of the
other manufacturers are deemed to have
waived their claims to exemptions from
the new drug provisions of the acL

Notwithstanding any effect of waiver,
the agency reviewed all information
submitted to the record on the
grandfather issue by all manufacturers
and has concluded that no submission.
including theliUy submission.
establishes entitlement to exemption
from new drug status under either the
1938 or the 1962 grandfather clause.

It is a well recognized principle of
statutory interpretation that exemptions
from statutes designed to protect the
public health are to be construed
narrowly, with the burden of
establishing entitlement to such an
exemption being on the person who
claims the exemption. See Spokane &L
E. R. Co. v. UnitedStales, 241 U.S. 344
(1915); United States v. Badine Produce
Co., 206. F. Supp. 201 (D. Ariz. 1962).
Federal courts have consistently applied
this doctrine to the grandfather
exemptions from the new drug
provisions of the Food, Drug, and
Cosmetic Act The person asserting the
claim, therefore, must prove every
essential fact necessary for the
invocation of the exemption. See, e.g..
United States v. An Article of Drug
* * *Bentex Ulcerine, 469 F.2d 875, 878
(5th Cir. 1972), cert denied, 412 U.S. 938
(1973); United States v. 1,048,000
Capsules, 347 F. Supp. 768 (S.D. Tex.
1972), aff'd 494 F.2d 1158 (5th Cir. 1974);
United States v. Allan Drug Corp., 357
F.2d 713 (10th Cir. 1966), cert denied,
385 U.S. 899 (1966). No submission
reviewed by the agency contained the
information sufficient to prove every
essential fact necessary to establish
entitlement to the grandfather
exemptions.

The 1938 Grandfather Clause. The
1938 Grandfather Clause, contained in
section 2 01(p)(1) of the act, reads, in
pertinent part, as follows:

Any drug * * *shall not be deemed to be a
"new drug" if at any time prior to the
enactment of this Act it was subject to the
Food and Drugs Act of June 30,19M6. as
amended, and if at such time Its labeling
contained the same representations
concerning the conditions of its use .
To qualify for this exemption, it must be
proved that the Identical drug bearing
labeling containing the identical
representations concerning the
conditions of its use was introduced into

interstate commerce in the United States
(or was manufactured in a Federal
territory or the District of Columbia]
after June 30, 1906 and prior to the
enactment of the act in 1938. It must be
stressed that the exemption applies only
to drugs whose labeling with respect to
representations about conditions of use
has undergone no changes whatsoever
from the labeling utilized before the
passage of the 1938 act and whose
current composition is identical to its
composition at that time. See United
States v. All z Drug Corp., suprx
United States v.An Article of Drug
* * I 'Entrol-CMedicated, 513 F.2.
1127 (9th Cir. 1975).

The 1962 Grandfather Clause. Section
107(c)(4) of the Drug Amendments of
1962 reads as follows:

(4) In the case of any drug which. on the
first day immediately preceding the
enactment date (October 9,1962), (A) was
commercially used or sold in the United
States, (B) was not a new drug as defined by
section 201(p) of the basic Act as thenin
force, and (C) was not covered by an
effective application under section 505 of the
Act, the amendments to section 201(p] made
by this Act [I.e.. that drugs be shown to be
effective as well as safe] shall not apply to
such drug when intended solely for use under
conditions prescribed, recommended, or
suggested in labeling with respect to such
drug on that day.

Several submissions contained
evidence in support of the first and third
conditions: commercial use or sale
before October 10,1962, and not covered
by an effective NDA on October 10,
1962. In addition to those requirements,
however, it must also'be established
that on October 9, 1962 the drug in
question was not a new drug as defined
by section 201(p) of the basic act as then
in force.

The "basic Act as then in force," read,
in relevant part, as follows:

Sec. 201. For the purposes of this Act--
(p) the term "new drug" means-
(1) Any drug the composition of which is

such that sucl drug is not generally
recognized, among experts qualified by
scientific training and experience to evaluate
the safety of drugs, as safe for use under the
conditions prescribed, recommended, or
suggested In the labeling thereof, except that
such a drug not so recognized shall not be
deemed to be a "new drug' if at any time
prior to the enactment of this Act it was
subject to the Food and Drugs Act of June 30,
1906, as amended, and if at such time its
labeling contained the same representagons
concerning the conditions of its use; or

(2) Any drug the compositionofwhichis
such that such drug. as a result of
Investigations to determine its safety for use
under such conditions, has become so
recognized, but which has not otherwise
than In such nvestigations, been used to a
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material extent or for a material time under
such conditions.

Under section 201(p), before 1962 a
drug would not.be deemed to be a "new
drug" if it was either (1) generally
recognized as safe by qualified experts
or (2) entitled to the exemption provided
by the 1938 grandfather clause. No
submission has established, however,
that on October 9, 1962, papaverine was
not a "new drug"'as defined by section
201(p) of the basic act as then in force.
The agency has concluded that.the drug
is not generally recognized as safe and
effective for use under the labeled
conditions. The agency has further
concluded that no submission
demonstrated that on October 9, 1962,
the drug was generally recognized as
safe. The discussion below, therefore,
focuses only on the pre-1938 exemption.
If papaverine was, on October 9, 1962, a
new drug, and no submission
establishes.otherwise, it follows that all
of the requirements of the 1902
grandfather clause are also not met-and
that no papaverine product is exempt
from the new drug requirements of the
act.

The individual submissions are
discussed in detail below.

B. The Eli Lilly 8-Co. Submission

Labeling. The term "labeling" is
defined in the act to include not only
"all labels" but also "other written,
printed, or graphic matter (1) upon any
article or any of its containers or
wrappers, or (2) accompanying such
article." 21 U.S.C. 321(m). -This definition
has consistently bjeen given a broad
interpretation by the Federal courts. See,
e.g., Kordel v. United States, 335 U.S..
345, 347-50 (1948); United States v
Urbuteit, 335 U.S.-355, 357.(1948); United
States v. Jenasol RJ Formula '60", 320
F.2d 564 (3d-Cir. 1963), cert. denied, 375
U.S. 953 (1963).

Only Lilly submitted any labeling that
predated 1938. Included by Lilly as
labeling were copies of package labels
that appear to be for all the-years of
actual marketing, although some
material is not dated or the date has

- been typed in; package inserts from an.
uncertain date before 1961 through 1975;'
and physician brochures published by
Lilly and dated 1937, 1943, 1946, 1948,
1954, and 1956. The earliest physician
brochure contains several sections,
including "Pharmacology," "Uses of
papaverine in vascular disorders,"-and
"Other uses of papaverine." The section
describing "Pharmacology" lists the
following actions of the drug: "a relaxed
heart muscle and slowed rate, lowered
blood pressure, powerful dilator of the
coronary arteries, slight stimulating

effect on respiration, relaxes the smooth
muscles of the blood vessels, analgesic
effect stronger than that of codein." The
section entitled, "The use of papaverine
in vascular disorders" claims that the
drug has been used in the treatment of
'suddefi arterial occlusion," "embolism

and thrombosis of vessels other than
those of the extremities," "coronary
sclerosis and thrombosis," and
"occlusion of the coronary, cerebral,
mesenteric, and pulmonary arteries."
Other uses of papaverine set forth in the
section of the brochure with that title
include "relief of renal colic, ureteral
spasm, and bladder hypertonus,"

\"dysmenorrhea," "x-ray studies of the
gastrointestinal tract," and the
treatment of "various types of gastric
and intestinal spasm, lead colic, biliary
colic, tenesmus, diarrhea, and asthma."

A review of the Lilly physician
literature published since the 1937
brochure discloses that the drug has,
through the years, been cited as useful
in the treatment of many other diseases.
For example, Lilly literature dated 1943
states that the drug is useful in the
treatment of "premature beats," and in
"bronchial spasm accompaning allergic
conditions such as asthma."

A February 1946 Lilly brochure
suggests the use of the "drug in the
treatment of urinary calculi, Raynaud's
disease; and ergot poisoning.

A 1954 Brochure reports that
"papaverine therapy often helps toward
successful prevention of serious
difficulties in breast feeding" and
reports the use of papaverine in "insulin
shock therapy" and "the treatment of
epilepsy."

The undated package insert for a Lilly
product formulation first marketed in
1947 recommends use of papaveriie in
the following "clinical applications":
Local circulatory insufficiency
secondary to thrombosis or embolism;
conditions iii which vasospasm is a
prominent fact; treatment of peripheral
arterial embolism, pulmonary embolism,
coronary thrombosis and sclerosis,
angina pectoris, and mesenteric
thrombosis. The same package insert
identifies the following "other uses": to
relax spasm of smooth muscles of other
viscera; bronchospasm of allergic
conditions, renal colic, ureteral spasm,
bladder hypertonicity; in spastic
conditions of the gastrointestinal tract
such as: cardiospasm, pylorospasm,
biliary colic, rectal tenesmus; and for
treatment of cardiac extrasystoles.

The Lilly package insert dated 1965
contains two indications for use not
ificluded earlier: "peripheral vascular
disease in which there is a vasospastic

element" and !'certain cerebral
angiospastic states."

The evolution of Lilly's papaverine
labeling since 1937 has not been solely
in the direction of adding new
conditions of use; conditions have also
been deleted. For example, the undated
package insert for the drug formulation
first marketed in 1947 deletes certain
conditions of use that were
recommended by Lilly for the drug in
1937, e.g.,for lowering blood pressure,
for analgesic effects, for usefWness In
dysmenorrhea, lead colic, diarrhea,
breast feeding, insulin shock therapy, or
for treatment of epilepsy. The 1965
package insert drops from the list of
indictions references to "mesenteric
thrombosis," "bronchospasm of allergic
conditions," and "treatment of cardiac
extrasystoles."

This analysis of the conditions of use
that Lilly recommended or suggested for
papaverine from 193W to the present
clearly demonstrates that the conditions
of use have been changed in significant
respects through both the addition and
the deletion of indications. The labeling
of Lilly's papaverine hydrochloride does
not contain the same representations
concerning the conditions of use made
before enactment of the 1938 act. On
this basis alone, Lilly's papaverino Is not
.entitled to an exemption from the new
drug requirements of the act. Either an
addition of a new condition of use or a
deletion of a condition of use Is
sufficient to defeat a claim that a drug Is
entitled to an exemption under section
201(p) or section 107(c)(4] of the Drug
Amendments of 1962. See United States
v. Allan Drug Corp., supra.
. Changes in Dosage Amount or Form.
The Food, Drug, and Cosmetic Act Is
designed to protect the public health by
requiring that drugs be approved by'the
agency before they are marketed, and
only drugs that are either grandfathered
or generally recognized as safe and
effective require no such premarketing
approval. Because any change in dosage
form or ingredients may raise new
questions of safety, any such change
may cause a drug to become "new." An
intravenous injection, for example,
seldom presents a bioavailability
problem although an oral preparation of
the same drug may. Injections require
sterility and present manufacturing
problems differentfrom those presented
by oral products. Agency regulations
defining ways in which a drug may be or
become a "new drug" reflect these
considerations. 21 CFR 310.3(h)'contains
the following provision:

(h) The newness of a drug may arise by
reason (among other reasons) of: * * *
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(5) The newness of a dosage, or method or
duration of administration or application, or
other condition of use prescribed.
recommended, or suggested in the labeling of
such drug, even though such drug when used
in other dosage, or other method or duration,
of administration or application, or different
condition, is not a new drug.

Marketing information submitted by
Lilly demonstrates that Lilly's
papaverine products have been
introduced in different dosage forms at
various times since 1938, and that the
only Lilly product actually to have been
marketed before 1938 was deleted from
Lilly's product line in 1975. In 1937 Lilly
began marketing papaverine in ampoule
form, 32 milligrams per cubic centimeter
(cc). Different dosage forms of__
papaverine were subsequently added to
Lilly's product line as follows:

Dosage form Yew"

Ampole. 65 mligramns per 2 cc 1943
Tablets, 100 mligrams S 1943
Powder 1946
Tablets. 32.5 mgrams 1946
Tablets. 65 mrgrarms 1946
Ampoule. 32.5 frgrama per cc - 1947
Tablets, 200 magram 1948

As noted above, to qualify for the 1938
grandfather exemption, it must be
proved that the drug in question-has
been marketed continuously with the
same composition and labeling since
1938 and that the conditions of use have
not changed. The marketing history of
Lilly's papaverine products fails to
demonstrate that the drug meets these
requirements. A change in the form of a
drug may *arrant a finding that the drug
is new. See United States v. 41 Cases,
More orLess, 420 F. 2d 1126,1132 (5th
Cir. 1970); United States v. Article of
Drug * *. * Mykocer, "345 F. Supp. 571
(N.D. I11. 1972). See also UnitedStates v.
X-Otag Plus Tablets, 441 F. Supp. 105 (D.
Colo. 1977).

Formulation. In addition to meeting
the labeling requirements discussed
above, a person asserting a claim to
exemption under the 1938 grandfather
clause must demonstrate that the drug in
question has the same composition of
ingredients today as it did before 1938.
21 CFR 314.200(e)(2)(I) requires the
submission of the exact quantitative
formulation of the drug (both active and
inactive ingredients) on the date of the
initial marketing of the drug, along with
a statement whether such.formulation
has at any subsequent time been
changed in any manner..Any change in
formulation defeats a claim of
entitlement to the grandfather
exemption. 21 CFR 310.3(h)(1). A change
in the strength of the active ingredients
or the addition or deletion of any active

ingredient may significantly alter the
safety and effectiveness of the drug
product. New inactive ingredients may
also present separate problems of safety
because they may interfere with the
efficacy of active ingredients.

The formula information submitted by
Lilly for its various dosage forms
demonstrates that, since 1951, changes
in all but the powder form have
occurred through, among other things.
the addition of various inactive
ingredients. Lilly claims that the changes
are of no pharamacologic significance.
Pharmacologic significance or lack
thereof, however, is not a factor in
whether a change causes a drug to
become new. It has been held that a
change of even an inactive ingredient of
a drug renders such drug a new drug
under the act. See United States v.
Xerac AlcoholAcne Gel, Food Drug
Cos. L Rep. (CCH) %40,8368 (N.D.ll. Apr.
30, 1971); United States v. An Article of
Drug * * * "Entrol-CAfedicated,"supra
at 1130 n.7.

Conclusion Regarding Lilly's
Submission. Based on the foregoing
analysis, FDA concludes that Lilly has
failed to demonstrate that any of its
papaverine products is entitled to
exemption under the 1938 grandfather
clause. None of the currently marketed
products was on the market before 1938;
Lilly's only papaverine product
marketed before 1938 was removed from
the market by the firm in 1975. The
labeling for that product and its
successor changed in many significant
respects after 1938. New dosage forms
were introduced after 1938, and all but
one of those dosage forms were
reformulated after 1951. In sum,
evaluating the products either
individually or as a group, none meets
the requirements of the grandfather
clause contained in section 201(p)(1) of
the act.

C. Submissions From Other
Manufacturers

Continuous Marketing. Claims of
grandfather status were also received
from a number of manufacturers who
did not themselves market a papaverine
product until after October 9, 1962, or
who, although claiming that they did
market before that date, submitted no
evidence to establish such marketing.
As noted in the discussion above, none
of these submissions was in the format
required by 21 CFR 314.200(e). None
contained the required labeling.
marketing, or formula information, and
none established an entitlement to
either grandfather exemption.
Illustrative of the data submitted by
these manufacturers are pages from

publication such as New andNan-
Official Remedies (1928-30); Merck
Index (1930); and RedBook &American
Druggist (1938). These publications
include references to papverine
hydrochloride, listing as manufacturers
Merck & Co., Hoffmann-LaRoche, and
Mallinckrodt. No submision was
received form Merck. Hoffman-LaRoche,
or Mallinckrodt. and, from a review of
FDA's drug listing riles, it does not
appear that any of these manufacturers
today either manufacture or market the
drug. No manufacturer attempted to
show that its product was identical to
the products of any of these firms.
Consequently, no firm has demonstrated
that its product, or a product with
identical formulation, dosage form, and
labeling, was marketed prior to 193&In
addition the dosages marketed by the
other manufacturers are all different
from those available before 1938.

Labeling. The pre-1938 literature lists
conditions of use significantly different
from the conditions listed in the package
inserts, advertising, and other labeling
submitted by these manufacturers. The
agency also reviewed advertising which
was not submitted by the manufacturers
and again found conditions of use
markedly different from those contained
in either the submitted labeling or the
pre-1938 literature. Copies of this
advertising have been placed with the
record in the Hearing Clerk's office.

Advertising can serve the function of
labeling, and the uses recommended or
suggested for the drug in its advertising
may become "labeling" for legal
purposes. See Kordelv. United States,
supra at 350-51; United States v.
Research Laboratories, Inc., 126 F.2d 42,
45 (9th Cir. 1942), cert. denied, 317 U.S.
656 (1942): United States v. Paddock, 67
F. Supp. 819, 819-20 (IV.D. Mo. 1946;,
United States v. fenasol RI Formula
"60" supra at 568 n.11; Hanson v.
United"States, 417 F. Supp. 30,35 (D.
Minn. 1976). Advertising conditions of
use that are not cited in the drug
labeling physically accompanying the
packaged drug may, therefore, constitute
a change in the conditions of use
suggested in that labeling. Such changes
will. of course, affect the applicability of
the 1938 and 196Z grandfather clauses.

The conditions of use listedin the
1928 New and Non-Official Remedies
read as follows: "papaverine is most
effective in hypertonic conditions * *
It is also a rather feeble central
analgesic and a local anesthetic. Of
more doubtful value is its employment
in pertussis. hyperemesis, and vascular
spasm--angina pectoris, acute uremia
and eclamposia." The 1936 Modenr Drug
Encycloped'a states that papaverine is
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useful in "angina pectoris,
arteriosclerosis, cerebral congestion, in
gastric ulcer, pylorospasm, spastic
constipation, cholethiasis, biliary colic,
infantile diarrhea, in chloroform
narcosis, eclampsia, hemoptysis, in
bronchial or cardiac asthma, in uremic
convulsions, in whooping cough,
seasickness, in abortion, dysmenorrhea,
vomiting of pregnancy, in tabetic
vascular crises."

The labeling submitted by these
manufacturers does not contain
conditions of use identical to ihose set
out above. The agency also notes, for
the record, that the labeling submitted
by these manufactuers is not identical to
the labeling submitted by Lilly. Two
particular claims warrant additional
comment.

Marion asserted that its labeling fell
within the terms of the grandfather
clauses. Marion's labeling is
represenative of the labeling of all other
manufacturers or distributors of a
sustained-release papaverine product.
The single piece of labeling submitted
by Marion states that the main actions
of papaverine are exerted on cardiac
and smooth muscle, that it acts directly
on the hearing, relaxes various smooth
muscles, that the relaxation may be
prominent if spasm exists, that the'
muscle cell is not paralyzed by
papaverine, and that papaverine is
practically devoid of effects on the
central nervous system. It goes on to
state the papaverine relaxes the smooth
musculature of the larger blood vessels,
especially coronary, systematic,
peripheral, and pulmonary arteries, and
states that "perhaps by its direct
vasodilating action on cerebral blood
vessels, papdverine increases cerebral
blood flow and decreases cerebral
vascular resistance in normal subjects."
Under "Indications," the labeling reads:
"For the relief of cerebral and peripheral
ischeia associated with arterial spasm
and myocardial ischemia complicated
by arrhythmias." Marion stated that it
changed its labeling in 1969 to include a
precaution regarding hepatotoxicity.

The agency also reviewed samples of
advertising sponsored by Marion at
various times since 1962 but not
submitted to the record. The conditions
of use cited in Marion's advertising are
clearly different from those contained in
its submitted labeling. For example, a
1971 advertisement published in
Medical Opinion and Review contains
the following language: "Pavabid * * *
prolonged action by microdialysis * * *
to reverse the processes of senility * * *
or slow them down.' Other Marion
advertising discusses "geriatric
problems," the "live-in" uncle who is

"careless in eating and personal habits
* * * is forgetful * * * gets confused
* * .A 1969 advertisement for

Marion's product cites "an improvement
in energy, ambition, and the desire to
return to a productive life * * * Pavabid
* * * to help hold back the progressions
to senility." The package insert supplied
by Marion does not contain any
reference to "senility" or "geriatric
problems" or "confusion." Marion's
advertising demonstrates that the
conditions of use for which the drug has
been marketed have not remained the
same.

USV also submitted labeling to
support a claim of exemption under the
grandfather clause. Advertising
submitted by USV demonstrates that the
drug has been advertised for the
following conditions not included in the
package labeling: "Chronic brain
syndrome, behavior disorders,
associated depression, anxiety
(aggression, excitability, insomnia,
somatic complaints)." The claims go
beyond the earlier labeling of the drug
and defeat the USV claim.

Dosage Form and Formulation.
Marion's claim of grandfather status is
made for a 150-milligram sustained-
release capsule. Sustained-release
dosage forms are, by an FDA regulation
issued in 1959, new drugs. 21 CFR 200.31
and 310.3(h)(5). USV also claimed that
its sustained-release capsule was
entitled to an exemption because its
capsule was similar to one marketed by
Nysco before 1962. This claim is rejected
because of the sustained-release fiature
of the product and because no
information to establish marketing-or
labeling before 1962 by either USV or
Nysco was submitted. In addition, the
formula information submitted by USV'
demonstrates that its capsule has been
modified.

Reliance on Prior FDA Advice.
Marion states that its decision to market
followed an official FDA notification
that Pavabid was not regarded as a new
drug. In fact, the letter from FDA merely
stated that Payabid was not regarded as
a new drug if. (1) It contained no other
components which would cause it to
become a new drug, (2) it were properly
labeled and distributed to be dispensed
only on prescription, and (3] the
literature furnished to physicians bore
the usual indications and dosage
recommendations generally recognized
as safe. The letter contained no
comment on whether Marion's drug met
the conditions stated. In any event, all
"old drug" letters were revoked by a
formal statement published in the
Federal Register of May 28, 1968 (33 FR
7758). This statement is how codified as'

21 CFR 310.100. The background of tho
revocation of "old drug" letters Is
discussed in a notice published In the
Federal Register of June 20, 1975 (40 FR
26142 at 26143-4). The Court of Appeals
for the District of Columbia Circuit, In
Smith Kline Corp. v. Food and Drug
Administration, 587 F. 2d 1107,1115 n.15
(D.C. Cir, 1978) stated, of an "old drug
letter" that had been sent by FDA to
Smith, Kline, and French, "[The] fact
that FDA informed SKF Dexamyl was
'not a new drug' in 1949 and again In
1953 is not determinative, since the 1902
Amendments altered the definition of
what constituted a 'new drug."'

Conclusion. For the reasons set forth
above, FDA concludes that no
manufacturer of a papaverine product
has established an entitlement to either
the exemption from new drug
requirements provided by the 1938 or
the 1962 grandfather clause.

D. Ethaverine

The agency has also reviewed the
data submitted by manufacturers of
ethaverine products. Although several
manufacturers have claimed that
ethaverine should be considered not to
be a "new drug" on the basis of general
recognition of safety and effectiveness,
a claim that is discussed elsewhere In
this notice, no manufacturer of
ethaveripe has asserted that ethaverine
is entitled to an exemption based on
either the 1938 grandfather exemption or
on section 107(c)(4).

VI. Public Hearing

The April 5, 1976 notice provided that:
Data in support of a contention that a

product Is safe and effective, and/or is
generally recognized as safe and effective
will be reviewed by the Bureau of Drugs with
the assistance of an Advisory Conunittee, as
appropriate * * *

If it is concluded that the data fall to show
the product to be safe and effective for any
indication(s) and It is concluded that It Is
unlikely that additional studies would fully
support the indication(s), a notice of
opportunity for hearing on the issues will be
published in the Federal Register.

The agency has concluded that the
data submitted in response to the April
5, notice and reviewed in detail above
fail to show the products to be safe and
effective. The agency has further
concluded that, although, It Is unlikely
that additional studies would fully
supprt the indications, it is in the public

,interest to waive the notice of
opportunity for hearing and it is
appropriate to proceed directly to a
hearing before an advisory committee
pursuant to the provisions of 21 CFR
Part 14. Notice Is hereby given to the
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manufacturers listed above and to all
other interested persons that a hearing'
will be held on May 23,1979 before the
Peripheral and CNS Drugs Advisory
Committee at 9 a.m. in Conference
Rooms G-H, Third Floor, 5600 Fishers
Lane, Rockville,'MD 20857. The
presiding officer will be the Chairman of
the Advisory Committee.

Participants are invited to comment
on the material presented in this notice
and to contribute any additional well-
documented information that will be of
use to the Committee in further
evaluating the safety and effectiveness
of these drugs. Specifically, the objective
of the hearing will be to gather
additional evidence on the following
issues:

1. Is there evidence not previously
reviewed that demonstrates such a drug
product to be safe and effective for its
labeled indications?

2. Is there further evidence based
upon objective and well-controlled
published studies that such a drug
product is generally recognized as safe
and effective within the meaning of
section-201(p) of the act?

3. Ake there further contentions, based
upon the kind of evidence specified in 21
CFR 314.200(e), that a drug product is
exempt from the new drug provisions of
the act pursuant to the exemption for
products marketed prior t6 June 25, 1938,
contained in section 201(p) of the act, or
pursuant to section 107(c)(4) of the Drug
Amendments of 1962?

This notice applies not only to
papaverine and ethaverine, but to all
drugs that are not the subject of an
approved new drug application and that
are related or similar to papaverine or
ethaverine, as defined in 21 CFR 310.6. It
is the responsibility of every drug ,
.manufacturer, packer, and distributor, to
determine whether this notice applies to
any drug prodct that the person
manufactures, packs, or distributes. Any
such person may request an opinion of
the applicability of this notice to a
specific drug product that may be
related or similar to papaverine or
ethaverine by writing to the Division of
Drug Labeling Compliance (HFD-310),
(address given above).

Persons'wishing to comment or
present views must file by May 14,197Q,
(1) a written notice of participation
under 21 CFR 14.29(b), and (2] any new
data, information and analyses, on
which the person relies which were not
previously submitted pursuant to the
April 5,1976 notice, with the Hearing
Clerk (HFA-305], Food and Drug
Administration (address given above).
The envelope 6ontaining the notice
should be marked "Papaverine

Hearing." The Committee will not
reconsider any material which was
submitted in response to the 1976 notice.
The'Committee and the agency are
interested only in new evidence. If
literature is submitted, the sponsor
should include a complete index of the
articles submitted, and sponsors are
urged to compare articles submitted
with those reviewed in this notice to
insure that only new evidence Is
tendered for review.

The notice of participation must state
the name, address, and telephone
number of the person who will be
presenting oral argument, a brief
statement of the views to be presented.
and the approximate time requested for
the presentation. Individuals and
organizations with common interest are
urged to consolidate or coordinate their
presentations because of the limitation
of time.

A notice of participation may be
telephoned to Dr. Ronald Kartzinel, 301-
443-4020, by persons who find there is
insufficient time to submit the required
information in written foim.

Persons who request an opportunity to
-make an oral presentation will be
informed by FDA of the amount of time
allocated for the presentation and the
time the presentation is scheduled to
begin. The agency may require joint
presentations by persons with common
interests. A schedule listing the
participants and the time allocated to
each will be filed with the Hearing Clerk
and mailed to each participant.

The oral argument will be open to the
public and will be transcribed. No
participant may interrupt the
presentation of another participant.

The presiding officer and members of
the committee may question any person
during or at the conclusion of the
presentation. No other person in
attendance at the oral argument may
question persons making a presentation.
The presiding officer may allot
additional time to any persons when he
concludes that it is in the public interest-
but may not reduce the time allotted for
any person without the person's
consent.

The Hearing Clerk, FDA, will compile
and maintain a public list of the name
and address of each person submitting
testimony in this proceeding. The list
will be available upon request. Members
of the advisory committee havi received
summaries and reviews of the material
previously submitted. Any new
submissions will be provided to the
advisory committee members prior to
the date of the public hearing.

All submissions in this proceeding
will be filed with and may be seen in the

office of Hearing Clerk, Rm. 4-65.5600
Fishers Lane, Rockville. MD 20857,
between 9 axn and 4 p.m. Monday
through Friday.

This notice is issued under the Federal
Food. Drug. and Cosmetic Act (secs.
201(p), 501. 502 505, 701; 52 Stat. 1041-
42 1049-1053 as amended. 1055. (21
U.S.C. 321(p), 351, 352, 355, 371]). 21 CFR
Part 14, and under authority delegated to
the Commissioner of Food and Drugs (21
CFR Part 5].

Dated: April 6.1979.

[Ma M-. 7-11458 Fi!td -7r8.3a--I
DILLWO CODE 4110-03-

DEPARTMENT OF HEALTH,

EDUCATION, AND WELFARE

Food and Drug AdminIstration

Hydrocortisone and Panthenoi Topical
Cream; Withdrawal of Approval of New
Drug Application
AGENCY: Food and Drug Administration.
ACnON: Withdrawal of Approval.

SUMMARY. This notice withdraws
approval of the new drug application
(NDA 9-794) for Pantho-F Cream 0.2
percent and 1 percent containing
hydrocortisone and panthenol. The
basis of withdrawal is that the drug
products lack substantial evidence of
effectiveness. These combination drug
products, previously used to treat
various dermatological conditions, are
no longer marketed.
EFFECTIVE DATr: April 23, 1979.
ADDRESS: Requests for the opinion of
the applicability of this notice to a
specific product should be identified
with the reference number DESI 9794
and directed to the Division of Drug
Labeling Compliance CHFD-310], Bureau
of Drugs, Food and Drug Administration,
5600 Fishers Lane.'Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT:.
Eileen Hodkinson. Bureau of Drugs
(HFD-30]. Food and Drug
Administration. Department of Health,
Education, and Welfare, 5600 Fishers
Lane, Rockville, MD 20857,301-443-
3650.
SUPPLEMENTARY INFORMATION: In a
notice of opportunity for hearing [DESI
9794, Docket No. FDC-D-548, now
Docket No. 79N--0100) published in the
Federal Register of December 23,1972
(37 FR 28435), the Commissioner of Food
and Drugs proposed to issue an order
withdrawing approval of the new drug
applications for certain combination
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drug products for topical use containing
hydrocortisone and panthenol on the
ground that they lack substantial
evidence of effectiveness for their
labeled indications. In respohse to this
notice, USV Pharmaceutical Corporation
requested a hearing for Pantho-F Cream
0.2 percent and 1 percent, but later
withdrew the request stating that the
drug products are no longer being
marketed. Approval of the following
new drug application is now being
withdrawn.

NDA 9-794; Pantho-F Cream 0.2 -

percent and 1 percent containing
hydrocortisone and panthenol; USV
Pharmaceutical Corp., 1 Scarsdale Rd.,
Tuckahoe, New York, 10707.

Any drug product that is identical,
related, or similar to Pantho-F Cream 0.2
percent or 1 percent and is not the
subject'of an approved new drug
application, is covered by the new drug
application reviewed (NDA 9-794)'and
is subject to this notice (21 CFR 310.6).
Any person who wishes to determine
whether a specific product is covered by
this notice should -write to the Division
of Drug Labeling Compliance (address
given above).

The Director of the Bureau of Drugs,
under the Federal Food, Drug, and
Cosmetic Act (sec. 505, 52 Stat. 1052-
1053, as amefided (21 U.S.C. 355)), and
under authority delegated to him (21
CFR 5.82), finds that, on the basis of new
information before him with respect to
the drug products, evaluated together
with the evidence available to him when
the application was approved, there is a
lack of substantial evidence that the- "
drug products will have the effects they
purport or are represented to have under
the conditions of use prescribed,
recommended, or suggested in the
labeling.

Therefore, pursuant to the foregoing
finding, approval of new drug
application 9-794, and all amendments
and supplements applying thereto, is
withdrawn effective April 23, 1979.
Shipment in interstate commerce of the
above products or of any identical,
related,'or similar product'that is not the
subject of an approved new drug
application will then be unlawful.

Dated: April 5, 1979.

J. RIchard Crout.
Director, Bureau of Drugs.

[Docket No. 7ON-0100 DESI 9M54]
[FR Doc. 79-11118 Filed 4-12-7, 8:45 am]

BILUNG CODE 4110-03-M

Methocarbamol with Aspirin Tablets;
Drug Efficacy Study Implementation;
Followup Notice

AGENCY Food and Drug Administration.

ACTION: Notice.

SUMMARY: This notice reclassifies the
combination drug product containing
methocarbamol and aspirin to effective
and announces the conditions for
marketing the drug for. the indication for
which it is now regarded as effective.
The drug is used for the relief of
discomfort associated with musculo-
skeletal conditions.
DATES: Bioavailability supplements to
approved new drug applications due on
or before October 10, 1979. Other
supplements due on or before June 12,
1979.

'ADDRESSES: ComniTLcations forwarded
in response to this notice should be
identified with the reference number
DESI 6363, directed to the attention of
the appropriate office named below, and
addressed to the Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857.

Supplenients to full new'drug
applications (identify with NDA
number): Division of
Neuropharmacological Drug Products
(HFD-120), Rm. 10B-34, Bureau of Drugs.

Original abbreviated new drug
applications and supplements therto
(identify as such): Division of Generic
Drug Monographs (HFD-530), Bureau of
Drugs.

.Requests for guidelines on conducting
dissolution tests: Division of
Biopharmaceutics (HFD-520), Bureau of
Drugs.
"Requests for the report of the National

Academy of Sciences-National Research
Council: Public Records and Document
-Center (HFC-18), Rni. 4-62.

Requests for opinion of the
applicability of this notice to a specific
product: Division of Drug Labeling

,Compliance (HFD-310), Bureau of Drugs.
Other communications regarding this

notice: Drug Efficacy Study
Implementation Project Manager (HFD-
501), Bureau of Drugs.
FOR FURTHER INFORMATION CONTACT.
Herbert Gerstenzang, Bureau of Drugs
(HFD-32), Food and Drug
Administration, Department of Health,
Education, and Welfare, 5600 Fishers
Lane, Rockville, MD 20857, (301-443-
3 650). .

SUPPLEMENTARY INFORMATION: In a
notice (DESi 6363; Docket No. FDC-D-
532 (now Docket No. 76N-0215))
published in the Federal Register of
August 14, 1974 (39 FR 29211), the Food

and Drug Administration announced its
conclusion that the combination of
methocarbamol and aspirin is probably
effective as an adjunct to rest, physical
therapy, and other measures for the
relief of discomfort associated with
acute, painful musculo-skeletal -
conditions, Although the methocarbamol
component was considered effective, the
combination was regarded as only
probably effective in the absence of
adequate and well-controlled studies
showing that the product fulfills the
requirements of the combination drug
policy (21 CFR 300.50). On February 10,
1976, A. H. Robins Co. submitted the
results of a multi-clinic, multi-
investigator study which demonstrate
that each ingredient contributes to the
combination and that the combination
product is more effective than either of
the individual ingredients for the
claimed indication.

Accordingly, the August 14,1974,
notice is amended to read as follows
with respect to:

NDA 12-281; Robaxisal Tablets
containing methocarbamol and aspirin-
A. H. Robins Co., 1407 Cummings Dr.,
Richmond, VA 23220.

Such drugs are regarded as new drugs
(21 U.S.C. 321(p)). Supplemental new
drug applications are required to revise
the labeling in and to update previously
approved applications providing for
such drugs. An approved new drug
application is a requirement for
marketing such a drug product.

In addition to the product specifically
named above, this notice applies to any
drug product that is not the subject of an
approved new drug application and Is
identical to a product named above. It
may also be applicable, under 21 CFR
310.6, to a similar or related drug
product that is not the subject of an
approved new drug application, It is the
responsibility of every drug
manufacturer or distributor to review
this notice to determine whether It
covers any drug product that the person
manufactures or distributes, Such a
person may request an opinion of the
applicability of this notice to a specifid
drug product by writing to the Division
of Drug Labeling Compliance (address
given above).

A. Effectiveness classification. The
Food and Drug Administration has
considered the reports of the National
Academy of Sciences-National Research
Council, as well as other available
evidence, and concludes that the
combination of methoqarbamol and
aspirin is effective for the indication
described below.

B. Conditions for approval and
marketing. The Food and Drug
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Administration is-prepared to approve
abbreviated new drug applications and
abbreviated supplements to previously
approved new drug applications under
conditions described herein.

1. Form of drug.The preparation is in
tablet form suitable for oral
administration. "

2. Labeling conditions, a. The label
bears the statement, "Caution: Federal
law prohibits dispensing without
prescription-"

b. The drug is labeled to comply with
all requirements of the act and
regulations, and the labeling bears
adequate information for-safe and
effective use of the drug. The Indication
is as follows:

As an adjunct to rest, physical
therapy, and other measures for the
relief of discomfort associated with
acuta, painful musculo-skeletal
conditions. The mode of action of
methocarbamol has not been clearly
identified but may be related to its

' sedative properties. Methocarbamol
does not directly relax tense skeletal
muscles in man.

3. Marketing status. a. Marketing of
such a drug product that is now the
subject of an approved or effective new
drug application may be continued
provided that. on or before June:12, 1979,
the holder of the application has
submitted (i) a supplement for revised
labeling as needed to be in accord with
the labeling conditions described in this
notice, and complete container labeling
if current container labeling has not
been submitted, and (ii) a supplement to
provide updating information with
respect to items (6) (components). 7
-(composition), and 8 (methods, facilities,
and controls) of new drug application
form FD-356H (21 CFR 314.1(c)) to the
extent required in abbreviated -
applications (21 CFR314.1(fl). In
addition, on or before October 10, 1979.
the holders of such applications are
required to supplement their
applications to provide dissolution data
on three consecutive lots of the
products, conducted in accordance with
the methods provided for in the
guidelines on conducting dissolution
test, which are available from the
Division of Biopharmaceutics.

b. Approval of an abbreviated new
drug application (21 CFR 314.1(fl) must
be obtained prior to marketing such
products. The bioavailability regulations
(21 CFR 320.21) published in the Federal
Register of January 7,1977, require any
person submitting an abbreviated new
drug application after July 7, 1977, to
include either evidence demonstrating
the in vivo bioavailability of the drug or
information to permit waiver of the

requirement For methocarbamol with
aspirin tablets, this requirement will be
regarded as satisfied by adequate
dissolution rate data comparing the test
drug with the reference drug. Guidelines
for conducting the dissolution test are
available froln the Division of
Biopharmaceutics. If any dosage form of
the drug fails to achieve adequate
dissolution, its in vivQ bioavailability
must be demonstrated. Marketing prior
to approval of a new drug application
will subject such products, and those
persons who caused the products to be
marketed, to regulatory action.

This notice is issued under the Federal
Food, Drug, and Cosmetic Act (sees. 502,
505, 52 Stat 1050-1053, as amended (21
U.S.C. 352, 355)) and under the authority
delegated to the Director of the Bureau
of Drugs (21 CFR 5.70).

Dated April 3,1979.
J. RLckxd Crout.
DIrctor, Bureau of DnE-
[Docket No. 7&N-1= DESI 0MJ
[FR Doc. 79-11110 Filed 4-=479. &45 a~l
BILLING CODE 4110-03-I,

•Trlmethobenzamlde Hydrochloride;
Withdrawal of Approval of New Drug
Application
AGENCY. Food and Drug Administration.
ACTION: Withdrawal of approval.

SUMMARY: This notice withdraws
approval of new drug application (NDA)
11-855 for Tigan Suppositories
containing trimethobenzamide
hydrochloride, formerly marketed by
Roche Laboratories. The basis of the
withdrawal Is that the drug product
lacks substantial' evidence of
effectiveness for its labeled indications.
It has been used in the treatment of
nausea and vomiting.
EFFECTIVE DATE: April 23,1979.
ADDRESS- Requests for an opinion of the
applicability of this notice to a specific
product should be identified with the
number DESI 11853 and directed to the
Division of Drug Labeling Compliance
(HFD-310), Bureau of Drugs, Food and
Drug Administration, 5600 Fishers Lane,
Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT.
Kathleen DuBois, Bureau of Drugs
(HFD-30), Food and Drug
Administration, Department of Health.
Education. and Welfare. 5600 Fishers
Lane, Rockville, MD 20857,301-443-
3640.
SUPPLEMENTARY INFORMATION: In a
notice of opportunity for hearing (DESI
11853; Docket No. 78N-0224) published
in the Federal Register of January 9,
1979, the Director of the Bureau of Drugs

proposed to issue an order withdrawing
approval of the following new drug
application:

NDA 11-855; Tigan Suppositories
containing trimethobenzamide
hydrochloride; Roche Laboratories,
Division of Hoffmann-LaRoche, Inc.,
Roche Park, Nutley, NJ 07110.

NDA 17-529; Tigan Suppositories
containing trimethobenzamide
hydrochloride: Beecham Laboratories,
501 Fifth St., Bristol, TN 37620.

In response to the notice, Beecham
Laboratories requested a hearing for its
product The request is now under
review and will be the subject of a
future notice. The notice that follows,
therefore, does not apply to NDA 17-
529, and marketing of the Beecham
product may continue pending a ruling
on the hearing request

Any drug product that is identical,
related. or similar to the drug products
named above and that is not the subject
of an approved new drug application is
covered by the new drug applications
reviewed and is subject to this notice (21
CFR 310.6). Any person who wishes to
determine whether a specific product is
covered by this notice should write to
the Division of Drug Labeling
Compliance at the address given above.

No person other than Beecham
Laboratories filed a written notice of
appearance and request for hearing as
provided for by the January 9,1979
notice. The failure to file a notice of
appearance and request for hearing
constitutes an election by such persons
not to avail themselves of the
opportunity for a hearing.

The Director of the Bureau of Drugs.
under the Federal Food. Drug, and
Cosmetic Act (sec. 505, 52 Stat. 1032-
1053 as amended (21 U.S.C. 355]], and
under the authority delegated to him [21
CFR 5.82)ifinds that, on the basis of new
information before him with respect to
the drug product, evaluated together
with the evidence available to him when
the application was approved, there is a
lack of substantial evidence that the
drug product will have the effects it
purports or is represented to have under
the conditions of use prescribed,
recommended, or suggested in the
labeling.

Therefore, pursuant to the foregoing
finding, approval of NDA 11-855 and all
amendments and supplements applying
thereto is withdrawn effective April 23,
1979.

Shipment in interstate commerce of
the product for which approval is
withdrawn or of any identical related,
or similar product that is not the subject
of an approved new drug application
will then be unlawful. The product
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described above that is the subject of a
pending hearing request may continue to
be marketed.

Dated: April 5,1979.
1. Richard crout.
Director, Bureau of Dregs.

[Docket No. 78N-O2Z4: DES1 11853]
[FR Doc. 79-11117 Filed 4-12-79; 8:45 am]

BILLING CODE 4110-03-M

Office of Education

Public Meeting of the Advisory Council
on Financial Aid to Students
Subcommittee on Federal and State
Insured Programs

Notice is hereby given, pursuant to
Section 10(a)(2) of the Federal Advisory
Committee Act (Pub. L. 463), that the
next meeting of the Advisory Council on
Financial Aid to Students Subcommittee
on Federal and State Insured Programs
will be held in the Commissioner's
Conference Room (Room 4003) of
Federal Office Building Number 6, 400
Maryland Avenue, S.W., Washington,
D.C. from 9:00 a.m. to 5:00 p.m. on
Tuesday, May 1, 1979.

The Advisory Council on Financial
Aid to Students is established under
Section 499(a) of the Higher Education
Act of 1965, as amended (20 U.S.C.
1089). The Council shall advise the
Commissioner on matters of general
policy arising in the administration by
the Commissioner of programs relating
to financial assistance to students and
on the evaluation of the effectiveness of
these programs.

All meetings shall be open to the
public. The agenda of this Subcommittee
meeting shall include discussion of
interdependent factors in theloan
application process, with emphasis on
loan priority in the aid package, as they
relate to the entire aid process as it is .
now practiced. Attention will be givenj
also, to lrocedures-having impact on
Council recommendations to the
Commissioner.

Records shall be kept of all Council
proceedings and will be available for
public inspection at the Council's Office,
located in Room 3661, of Regional Office
Building #3, 7th and D Streets, S.W.,
Washington, D.C. 20202.

Signed in Washington, D.C. on April 9,
1979.

Warren T. Troutman.

Delegate, U.S. Office of Educatiom
[FR Dac. 79-11439 Filed 4-12-7; 8:45 am]

BILLING CODE 4110-02-M

DEPARTMENT OF HEALTH,
EDUCATION AND WELFARE

Office of Education

National Advisory Council on
Vocational Education Meeting

AGENCY: National Advisory Council on
Vocational Education.

ACTION: Notice of Public Meeting.

SUMMARY: This notice sets forth the
schedule and proposed agenda of a
forthcoming meeting of the National
Advisory Council on Vocational
Education. It also describes the
functions of the Council. Notice of these
meetings is required under the Federal
Advisory Committee Act, (5 U.S. Code,
Appendix I Section 10(a)f2)). This
document is intended to notify the
general public of its opportunity to
attend.

DATE: May 2, 1979.

ADDRESS: Capital Hilton Hotel, 16th & K
Streets N.W., Washington, D.C. The Pan
American Room.

The National Advisory Council on
Vocational Education is established
under Section 104 of the Vocational
Education Amendments of 1968, Pub. L.
90-576. The Council is directed to:

(A) Advise the Commissioner
concerning the administration of,
preparation of general regulations for,
and operation of, vocational education
programs supported with assistance
under this title;

(B) Review the administration and
operation of vocational education
programs under this title, including the
effectiveness of such programs in
meeting the purposes for which they are
established and operated, make
recommendations with respect thereto,
and make annual reports-of its findings
and recommendations [including'
recommendations for changes in the
provisions of this title) to the Secretary
for transmittal to the Congress; and

(C) Conduct independent evaluations
of programs carried out under this title
and publish and distribute the results
thereof.

On May 2,1979, the National
Advisory Council on Vocational
Education will meet in regular session,
from 4:00 p.m. to 11:00 p.m. in the Pan
American Room of the Capital Hilton
Hotel, Washington, D.C. This meeting is
held regularly in conjunction with the
Annual Joint Meeting of State and
National Advisory Councils on
Vocational Education. The Joint Meeting
will b held May 3 and 4 at the Capital
Hilton Hotel, Washington, D.C.

The following agenda will be included
in the National Council meeting:
Approval of Minutes, Report of the
Chairman, Report of the Executive
Director, Report from the BOAE,
Committee Reports: Communications.-
Legislative Update, Special Populations,'
MERC/Q, BOAE Status Report,
Technical Assistance New )usiness: FY
'80 Council Meetings Calendar,

Records shall be kept of all Council
proceedings and shall be available for
public inspection at the office of the
National Advisory Council on
Vocational Education, located at 425
13th Street NW., Suite 412, Washington,
-D.C. 20004. For further information call
Virginia Solt: (202) 370-8873,

Signed at Washington, D.C. on April 10,
1979.
Raymond C. Parrott.
Executive Director, Natlonal Advisory Council on Vocation.
al Education.
[FR Doc. 79-11507 Fl1cd 4-1Z-79; 8:45 am]

BILNG CODE 4110-02-M

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

Office of the Assistant Secretary for
Neighborhoods, Voluntary
Associations and Consumer
Protection

Consumer Forum on Housing
Cooperative; Notice of Forum
AGENCY: Depantment of Housing and
Urban Development (HUD).
ACTION: Notice is given announcing a
consumer forum.

SUMMARY: The Assistant Secretary for
* Neighborhoodd, Voluntary Associations

and Consumer Protection is announcing
a Consumer Forum on HUD Housing
Cooperatives. The Forum is scheduled
for April 19, 1979 and the description of
the Forum is stated.
DATE OF FORUM: A consumer Forum on
HUD Housing Cooperatives is scheduled
to be held on Thursday, April 19,1979,
from 9:00 a.m. to 5:00 p.m. at the
Radisson-Cadillac Hotel, the English
Room, Washihgton Boulevard at
Michigan Avenue, Detroit, Michigan.
ADDRESS: Joseph Smith, Director,
Consumer Liaison Division, Office of
Consumer Protection, Room 4212,
Department of Housing and Urban
Development, 451 Seventh Street, S.W.,
Washington, D.C. 20410.
FOR FURTHER INFORMATION CONTACT:
Joseph Smith (2) 755-6996. (This is not a
toll-free number).
SUPPLEMENTARY INFORMATION: The
Cooperative Housing Forum will provide
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a continuation of a series of forums
being designed to discuss identified
issues related to HUD's inventory of
housing cooperatives. Topics scheduled
to be discussed include management.
flexible subsidy program, Section 202/3
co-ops (elderly, the Co-op Bank Act. and
Section 246 Co-op convernsions.
_ The-Forum on Cooperatives will be
open to a! limited number of members of
the public, due to space limitation. Pre-
registration is necessary, and inay be
accomplished by calling Debbi Hurd or
Joseph Smith at the telephone numbers
listed above.

Issued at Washington April 1,1979
Rchard c. D. Flemin&
Deputy Assistant Secretary for Neighbohoods, Voluntaky
Associations and Consumer Protection.

[Docket No. N-79-91l1
[FR Doc. 79-1687 Fded 4-U--F; 8:45 am]

BLUNG CODE 4210-01-M

DEPARTMENT OF THE INTERIOR

Bureau of Land Management

Phosphate Leasing on the Osceola
National Forest, Fla.

Pursuant to Section 102(] Kd of the
National Envirompental Policy Act of
1969, the Department of the Interior has
prepared a Draft Environmental
Statement (DES) Supplement on
Phosphate Leasing on the Osceola
National Forest Florida. The
supplement updates the Final
Environmental Statement on Phosphate
Leasing on the Osceola National Forest
fFES 74-37), issued in June 1974.

The proposed action involves the
issuance of 41-phosphate preference
right leases on 52,000 acres of the
Osceola National Forest. in north
central Florida.

Written comments on the DES
Supplement will be accepted until May
29, 1979, and are being solicited from
public agencies and interested citizens
and groups. Comments should be
addressed to the Director, Eastern
States Office, Bureau of Land
Management. 7981 Eastern Avenue,
Silver Spring, Maryland 20910.

A public ifeeting on the DES
Supplement will be held at the City
Auditoripm, 150 North Alachua Street.
Lake City, Florida, at 7:30 p.m. on
Wednesday, May 9,1979.

Copies of the DES Supplement are
available for inspection at the following
locations:
Eastern States Office, Bureau of Land

Management, 7981 Eastern Avenue, Silver
Spring, Maryland.

Office of Public Affairs, Bureau of Land
Management. Interior Building. 18th and C
Streets, N V. Washington. D.C.

USDI Natural Resources Library, 18th and C
Streets, NW, Washington. D.C.

U.S. Forest Service, Koger Office Executive
Center, 2588 Seagate Drive. Turner
Building. Suite 200, Tallahassee, Florida.

U.S. Forest Service, Osceola National Forest.
P.O. Box 1649, Lake City, Florida.

U.S. Forest Service, Region 8, ̂ 1720 Peachtree
Road. NW, Atlanta, Georgia.

Environmental Protection Agency, Region IV.
1421 Peachtree St. N Atlanta. Georgia.

U.S. Fish and Wildlife Service, 1720 K St.,
NW, Washington. D.C.

U.S. Fish and Wildlife Service, 17 Executive
Park Drive. Atlanta, Georgia.

U.S. Fish and Wildlife Service. 900 San Marco
Blvd., Jacksonville, Florida.

U.S. Geological Survey. Conservation
Division MS 620, National Center, Reston.
Virginia.

U.S. Geological Survey, Suite F-240, 325 John
Knox Road, Tallahassee, Florida.

Bureau of Mines, Columbia Plaza. 2401 E
Street. NW., Washington. D.C.

Bureau of Mines, 547 N. Monroe St., Room
204, Tallahassee, Florida.

Libraries in Jacksonville. Tallahassee, Lake
City, Gainesville, Tampa and other nearby
cities in Florida.

A limited number of single copies of
the DES Supplement may be obtained
from the Director, Eastern States Office,
Bureau of Land Management (7981
Eastern Avenue, Silver Spring,
Maryland 20910) and from the Office of
Public Affairs, Bureau of Land
Management (Interior Building, 18th and
C Streets, N.W., Washington, D.C.
20240).

Dated April 5,1979.
L E Melerotto,
Ass~ctan I &)=etaw of th 0 Intezioi.

(NT DE5S-M171
lFR Doc. 79--10M4 Filed 4-2Z-7? 8:5=
aILIJNG CODE 4310-4-

DEPARTMENT OF THE INTERIOR

Bureau of Land Management

Idaho; Wilderness Inventory; Notice of
Decision

Notice is hereby given that the Bureau
ol Land Management has completed
wilderness inventory on certain public
lands in Idaho. The inventory, following
guidelines established by the Bureau,
was conducted in advance of the
statewide inventory in order to meet
time commitments previously
established for the proposed Idaho
Power Company 69 kv transmission line
from Tendoy, Idaho, to Peterson Flat,
Montana, in the BLM Salmon District.
- The decision on this inventory is that
all public lands in Idaho crossed by the

proposed project clearly and obviously
do not meet the BLM wilderness criteria
and thus are dropped from further
wilderness inventory.

Dated. April 5,1979.
%-==ae L fagbw.

[FR Do, 79-11433 Filed 4-1Z-7M. 8:45 -1~
BILLM COoE 4310-14-M

Notice of Application

Notice is hereby given that pursuant
to Section 28 of the Mineral Leasing Act
of 1920, as amended (30 U.S.C. 185) the
Northwest Pipeline Corporation filed an
application to amend their existing right-
of-way to construct a new and enlarged
deep well anode site across the
following described public lands:
T. 3 S R. 7 E. Boise Meridian. Idaho

Sec. 20, SW NW V.

The new deep well anode site will
replace the one for which the grant was
originally issued. The additional right-
of-way is requfred to increase the
spread of the current from the rectifier
pole, thus providing better corrosion
protection for the pipeline.

The purpose of this'notice is to inform
the public that the Bureau will, be
proceeding with consideration of
whether the application.should be
approved, and if so, under what terms
and conditions.

Interested persons desiring to express
their views on this matter should do so
promptly. Persons submitting comments
should include their name and address
and send them to the State Director,
Bureau of Land Management. 550 West
Fort Street. Box 042, Boise, Idaho 83724.
VtnZMI S. Sbzo*el.

[FR 0,c. 79-114M9 FL-d 4-IZ-79. &43 arnl
BILLING COoE 4310-4-

New Mexico; Notice ot Application
April 6.1979.

Notice is hereby given that. pursuant
to Section 28 of the Mineral Leasing Act
of 1920 (30 U.S.C. 185), as amended by
the Act of November 16,1973 (87 Star
576). Phillips Petroleum Company has
applied for one 4 -inch natural gas
pipeline right-of-way across the
following land:
New Mexico Principal Meridian, New Mexico
T. 17 S.. R. 30 E.,

Sec. 19. NV2SV:
Sec. 20. W SW :
Sec. 29, NVW NVY4.

This pipeline will convey natural gas
across 1.294 miles of public land in Eddy
County, New Mexico.
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The purpose of this notice is to inform
the public that theBureau will be
proceeding with consideration of
Whether the application should be
approved, and if so, under what terms
and conditions.

Interested persons desiring to express
their views should promptly send their
name and address to the District
Manager, Bureau of Land Managment,
P.O. Box 1397, Roswell, New Mexico
88201.
Fred E. Padlila.
Chief, Branch of Lands andMinerals Operations.

[NM 36469 F 4 ]
[FR Doc. 79-11455 Filed 4-12-79; 8:45 an]

BILUNG CODE, 4310-84-M

DEPARTMENT OF THE INTERIOR

Bureau of Land Management

New Mexico; Notice of Applications

April 6, 1979.
Notice is hereby given that; pursuant

to Section 28 of the Mineral Leasing Act
of 1920 (30 U.S.C. 185), as amended by
the Act of November 16, 1973 (87'Stat.
576), El Paso Natural Gas Company has
applied for two 41/2-inch and one 8%-
inch natural gas-pipeline rights-of-way
across the following lands:

New Mexico Principal Meridian, New Mexico
T. 29 N, &. 8 W.,

Sec. 17, S2 ZNEY4. NzSWY4, SW SW
and NW SE ;

Sec. 18, SEY SE'A.
T. 28 N, R. 11 W.,

Sac. 15, SEY4SE 4.
T. 31 N., R. 11 W.,

Sec. 21, lots 10 and 15;
Sec. 28, NW ANEY4.

These pipelines will convey natural
gas across 1.687 miles of public lands in
San Juan County, New Mexico.

The purpose of this notice is to inform
the public that the Bureau will be
proceeding with consideration of
whether the applications should be
approved, and if so, under what- terms
and conditions.

Interested persons desiring to express
their views should promptly send their
name and address to the District
Manager, Bureau of Land Management,
P.O. Box 6770, Albuquerque, New

- Mexico 87107.
Fred E. Padilla,
Chief, Branch of Lands and Minerals Operations.

[NM 36448, 36461. 36462]
[FR Doc. 79-11457 Filed 4-12-79; 8.45 am]
BILUNG CODE 4310-84-M

New Mexico; Notice of Application
April 6,1979.

Notice is hereby given that, pursuant
to Section 28 of the Mineral Leasing Act
of 1920 (30 US.C. 185],.as amended by
the Act of November 16, 1973 (87 Stat.
576), El Paso Natural Gas Company has
applied for. two 4/2-inch natural gas
pipelines right-of-way across thi
following land:

New Mexico Principal Meridian, New Mexico

T. 19 $., R. 27 E.,
Sec. 36, SW'NE4.
These pipelines will conveynatural

gas across 0.094 of a mile of public land
in Eddy County, New Mexico.

The purpose of this notice is to inform
the public that the Bureau will be
,proceeding with consideration of
whether the application should be
approved, and if so, under what terms
and conditions.

Interested persons desiring to express
their views should promptly send their
name and address to the Ditrict
Manager, Bureau of Land Management,
P. 0. Box 1397, Roswell, New Mexico
88201.
Fred F. Padilla,
Chief. Branch of Landa andMinerals Operations.

[NM 36M]
[FR Da. 79-11458 Filed 4-12-7g:. 8:45 am]

BILNG CODE 4310-84-M

New Mexico; Application

April 6,1979.
Notice is hereby given.that, pursuant

to Section 28 of the Mineral Leasing.Act
of 1920 (30 U.S.C. 185), as amended by
the Act of l5ovember 16, 1973 (87 Stat.
576), Northwest Pipeline Corporation
has applied' for one 4 /-inch natural gas
pipeline right-of-way across the
following land:

New Mexico Principal Meridian New Mexico
T. 31 N., R. 13 w.,

Sec. 13, SWSW4;
Sec. 24, NY/2NW .

This pipeline will convey natural gas
across 0.459 of a mile of public land in
San Juan County, New Mexico.

The purpose of this notice is to inform
the public that the Bureau will be
proceeding with consideration of
whether the application should be
approved, and if so, under what terms
and conditions.

Interested persons desiring to express
their views should promptly send their
name and address to the District
Manager, Bureau of Land Management,

P.O. Box 6770, Albuquerque, New
Mexico 87107.
Fred . Padilla.
Chief. Branch of Lands and Minerals Operations.

INM 38,1701
[FR Doc. 79-11456 Filed 4-12-70. 8:45 am]
BILLING CODE 4310-84-M

DEPARTMENT OF THE INTERIOR

Bureau of Land Management

Shoshone District Grazing Advisory
Board; Meeting

Notice is hereby given that the
Shoshone District Grazing Advisory
Board of the Bureau of Land
Management will meet on Wednesday,
May 16, 1979, at 9:00 a.m., in the
Conference Room of the District Office,
400 West F Street, Shoshone, Idaho. The
purpose of the meeting will be to
organize the Board, review the draft
Shoshone Grazing Environmental
.Statement, review Advisory Board
structure and election, and disburse
Advisory Board Funds for fiscal year
1979 (October 1, 1978 to September 30,
1979].

The public is invited to attend and
make written or oral statements which
should not exceed 15 minutes in length.
Requests for these statements should be
made to the official listed below at least
five days prior t6 thermeeting.

Further information concerning this
meeting may be obtained from the
Shoshone District Manager, Bureau of
Land Management, P.O. Box 2 B,
Shoshone, Idaho 83352, telephone 200-
886-2208. Minutes of the meeting will be
available for public inspection and
copying three weeks after the meeting at
the Shoshone District Office, Shoshone,
Idaho.

Dated: April 5,1979.
Chade J. Hasuler.
District ManoSer.
[FR Doc. 79-11541 Filed 4-12-7, :45 am]
BILLING CODE 431044-M

Bureau of Reclamation

Front Range Unit, Longs Peak Division,
Pick-Sloan Missouri Basin Program;
Intent To Prepare an Environmental
Statement

Pursuant to Section 102(2)(C) of the
National Environmental Policy Act of'
1969, the Department of the Interior
proposes to prepare an Environmental
Statement for the Front Range Unit,
Longs Peak Divigion, Colorado. The
proposed statement will address the
environmental impact studies of
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potential water supplies for the
communities of Louisville, Superior,
Lafayette, and Erie, in the Coal Creek
Basin in Boulder County, Colorado. The
alternative plans include ground water
development, joint use of facilities with
nearby entities, and construction of new
water storage facilities.

Environmental studies and
preparation and processing of an
environmental impact statement for this

- proposed-project will be in accordance
with provisions of the National
Environmental Policy Act of 1969, and
will be accomplished under the new
Council on Environmental Quality'
(CEQ) regulations published in the
Federal Register on November 29,1978.
Pursuant to these new CEQ regulations
and in accordance with Office of
Management and Budget Circular No.
A-95, "Evaluation, Review and
Coordination of Federal and Federally
Assisted Programs," we are soliciting

'the active participation of Federal, State,
--and local agencies, affected private
groups, and individuals in a scoping
process for the determination of
significant environmental items to be
analyzed.

The scoping process will begin with a
public meeting to be held in the City
Council Chambers, Louisville City Hall,
Louisville, Colorado, at 7:30 p.m., on
May 2,1979. All interested parties are
invited to attend.

Further public meetings and
interagency coordination activities will
be announced locally as they are
scheduled.

Anyone with suggestions as to
significant environmental issues should
write to: Alonzo D. Knapp, Project
.Leader, Lower Missouri Region, Bureau
of Reclamation, P.O. Box 25247, Building
20, Denver Federal Center, Denver, CO
80225.

Dated: April 10, 1979.
E. Keith iHlgnsoc.

Commissioner.
[FR Doe. 79-11483 Fred 4-1,-79; 45 m]--
BILLING CODE 4310-09-M

Geological Survey

Earthquake Studies Advisory Panel;
Public-Meeting

Pursuant to Pub. L 92-463, effective
January 5, 1973, notice is hereby given
that an open meeting of the Earthquake
Studies Advisory Panel will be held
beginning at 8:30 a.m. (local time) on
Friday, May 4,1979, and continuing
through Saturday, May 5,1979. The
Advisory Panel will meet in the

Auditorium of the National Center.
Reston, Virginia 22092.

(1) Purpose. The Advisory Panel was
appointed to advise the Geological
Survey on earthquake plans and
programs which are conducted in
cooperation with universities, industry.
and other Federal and State government
agencies in a coordinated national
program for earthquake research.

(2) Membership. The Advisory Panel
is chaired by Professor Nathan M.
Newmark and is composed of persons
drawn from the fields of geology.
geophysics, engineering, rock
mechanics, and socloeconomics,
primarily from the academic community.

(3) Agenda. Review of the program
plans for Fiscal Year 1979 through Fiscal
Year 1984.

For more detailed information about
the meeting, please call Dr. Robert L.
Wesson, Chief, Office of Earthquake
Studies, Reston, Virginia 22092 (703)
860-6472.

April 4,1979.
J.R.1alsley,
AcW7Da=W.z U4S rc~q-iaSnrT
[FRDec. 79-11447 Fled 4-12-," 7 8; c I

BILLING CODE 4310-31-M

Heritage Conservation and Recreation
Service

National Register of Historic Places;
Pending Nominations

Nominations for the following
properties being considered for listing in
the National Register were received by
the Heritage Conservation and
Recreation Service on April 13,1979.
Pursuant to § 60.13(a) of 36 CFR Part 60,
published in final form on January 9,
1976, written comments concerning the
significance of these properties under
the National Register criteria for
evalution may be forwarded to the
Keeper of the National Register,
Heritage Conservation and Recreation
Service, U.S. Department of the Interior,
Washington, D.C. 20243. Written
comments should be submitted by April
23, 1979.

WMam J. Mu dath,
Keeper ofth &ato/ l& .: 1r.

Georgia

Richmond County
Augusta, LamarBuilding, 753 Broad St.

[FR boe- 79-11442 Filed 4-1,Z-,R &0 am)

BILLING CODE 4310-03-M

DEPARTMENT OF THE INTERIOR

Heritage Conservation and Recreation
Service

National Register of Historic Places;
Pending Nominations

Correction

In FR Doc. 79-10539 appearing at page
21383 in the issue for Tuesday, April 10,
1979, make the following correction: On
page 21383, in the middle column, under
the major heading NEvADA, after the
Ormsby-Rosser House, 304 S. Minnesota
SL., listing for Carson City and before
the subheading, Coos County, insert the
major heading "NEW mmpRE.".
BILLNG COOE 1505--

National Park Service

Boston National Historical Pariq Public
Meetings

Notice is hereby given that two Public
Meetings concerning the Navy Yard
portion of the Boston National Historical
Park will be held. The first will take
place on April 30,1979 in Building No. 5.
Charlestown Navy Yard. and the second
on May 2,1979 at the Bunker Hill
Museum, 43 Monument Square,
Charlestown. Massachusetts. Both
meetings will begin at 730 p.m.

Boston National Historical Park
includes eight historic sites within the
City of Boston: Faneuil Hall Paul Revere
House, Old North Church, Old South
Meeting House, Old State House,
Dorchester Heights, Bunker Hill and a
portion of the Charlestown Navy Yard.
At the public meetings, alternate
proposals for the use of the buildings,
ground plane treatment, interpretive
themes, visitor access, visitor use
patterns and other topics will be
discussed. Members of the public are
asked to express their opinions on
which alternatives would best preserve
the historic values of the Navy Yard and
provide for visitor use and enjoyment.
The meetings will concern themselves
primarily with the Navy Yard. Future
meetings will deal with the other
historic sites in the park.

All interested persons are invited to
attend and participate in these
discussions. They may also address
their comments in writing to the
Superintendent, Boston National
Historical Park, 15 State Street Boston.
Massachusetts 02109.
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Dated April 5,1979.
Charls P. Clapper, Jr-,
Acting Reglona! Director North Atlantic Region.

[FR Doc. 79-11540 Filed 4-12-7. 8:45 am]

,BILLING CODE 4310-70-M

National Park Service

Boston National Historical Park;
Advisory Commission Meeting

Notice is hereby given in accordance
with the Federal Advisory Committee
Act, Public Law 92-463, that a mieting
of the Boston National Historical Park
Advisory Commission will be held May
3, 1979 at 15 State Street, Fourtk floor,,
Boston, Massachusetts, beginning at 11
a.m.

The Commission was established by
Public Law 93-431 to advise the
Secretary of the Interior on matters
relating to the development of the
Boston National Historical Park.

The members of the Advisory
Commission are as follows:

Mr. Richard Berenson. Chairman, Brookline
Dr. Evelyn Murphy, Lexington,
Mr. Byron Rushing, Boston
Mr. Guy Benipiati, Boston
Mr. Maurice O'Shea. Charlestown
Mrs. Katharine Kane, Boston
Ms. Gail Seybold, Boston
Mr. William B. Osgood, Boston

The matters to be discussed at this
meeting include:

1. Review of Design Alternatives for the
Charlestown Navy Yard

2. Plans for Public Review of General
Management Plan

3. Transportation plans and concerns
4. Freedom Trail Maintenance

Improvement
5. Summer Interpretive Initiative
6. Boston NHP Cooperating Association
7. Dorchester Heights
8. USS CASSIN YOUNG
9. Progress Report on the Water-Chelsea

Connector and Gate 4 roadway projects at
the Navy Yard -

10. Old South Mebting House Repairs
11. Coopertive Agreements
12. Plans for the pedestrian mall at 15 State

Street
13. Park Administration and Operations

The meeting will be open to-the
public. However, facilities and space are
limited, and it is expected that not more
than 25 persons will be able to attend
the session. Any member of the public
may file with the committee a written
staterment concerning the matters to be
discussed.

Persons wishing further information
concerning this meeting, or who wish to
submit written statements, may contact
the Superintendent, Boston National
Historical Park, at 617-242-5644.

Dated: April 5,1979.

Carles P. Clapper. Jr.
Acting Regonal Delo, North Adantic Reglon.
[FR Doc. 79-11539 Filed 4-12-79: 8:45 am]

BILLING CODE 4310-70-M

Summer Pilot Transportation
Programs; Public Workshops at
Indiana Dunes

National Lakeshore

In accordance with Title IMl of Public
Law 95-044, 92 Stat 477,16.U.S.C., Sec.
2301 et seq (1978), announcement is
made of three summer pilot
transportation programs at Indiana
Dunes National Lakeshore. The public
law authorizes the implementation of
pilot transportation prograns designed
to provide access to and between units
of the National Park System. The
meetings will be held:

May 15, 7:30 p.m. (C.D.T.): Field Museum of
Natural History, East Roosevelt Road and
South Lake Shore Drive, Chicago, Illinois.

May-16,7:00 p.m. (C.D.T.): Gary CityHall,
Council Chambers, Second.Floor Municipal
Building, 401 Broadway, Gary, Indiana.

May 17, 7:30 p.m. (C.D.T.): Elston Senior
High School, Career Center Cafeteria,
Michigan City, Indiana.

The subject of the workshops will be
three proposals which will serve urban
residents primarily dependent upon
public transportation and living in close
proximity to major metropolitan areas.
The three public workshops will allow
,state and local governments and the
general public an opportunity to review
and comment on-three transportation
programs scheduled for implementation
beginning June, 1979. The three
programs include:

1. Gay-West Beach Bus Line:'Designed to
benefit inner-city Gary residents who have
no private transportation, the proposal would
provide bus service from downtown Gary to
the West Beach bathhouse.

2. South Shore to Park Shuttle: Benefiting
Chicago and Gary inner-city residents having.
no private transportation or other access to
Indiana Dunes National Lakeshore, the
proposal would provide shuttle service from
South Shore Railroad stops to recreation
areas within the NationalLakeshore.

Michigan City to Mt. BaIdy Bus Extension:
Designed to allow people without cars to visit
Indiana Dunes National Lakeshore as well as
those turned away when parking lots are full,
the proposal would extend a Michigan City
bus line to the Mt. Baldy parking lot.

Each of the three meetings is open to'
the public, and any member of the
public may file a written statement
before, during or after the meeting with
the individual listed below.

All communications or requests for,
additional information should be

addressed to Dale Enquist, Assistant
Superintendent, Indiana Dumes National
Lakeshore, Route 2, Box 139-A,
Chesterton, Indiana, telephone 219-920-
7561. 1

Dated: April 5, 1979.
Randall R. Pope.
Acting Regonal Director, Aidwest Region.
[FR Doc. 7941538 Filed 4-12-79:,8:45 am]
BILLING CODE 4310-70-M

DEPARTMENT OF LABOR

Employment and Training
'Administration

Migrant and Seasonal Farmworker
Programs; Fiscal Year 1980 State
Planning Estimates
AGENCY: Employment and Training
Administration, Labor.
ACTION: Notice.

SUMMARY: Pursuant to 29 CFR 97.204
and 29 CFR 97.211, the Employment ard
Training Administration is required to
announce State planning estimates of
resources available to implement
programs funded under Title III, Section
303 of the Comprehensive Employment
and Training Act (CETA) of 1978.
FOR FURTHER INFORMATION CONTACT:
Lindsay Campbell, Acting Director,
Office of Farmworker Programs, 601 D
Street, N.W., Room 6308, Washington,
D.C. 20213; Phone 202-3796128.
SUPPLEMENTARY INFORMATION: 1. Fiscal
Year 1980 State planning estimates.
Planning estimates are announced for
planning purposes only. They are
subject to congressional action on the
Fiscal Year 1980 appropriation for the
Department of Labor, Employment and
Training Administration, CETA. The
total'amount of planning estimates listed
$69,836,000, is 80 percent of the total
amount planned for all Section 303
purposes in Fiscal Year 1980.

The apportionment of the planning
estimates for 50 States and Puerto Rico
is derived from each State's percentage
of the Nation's farmworkers whose
earnings fall below the poverty level
adjusted by each State's hold harmless
level of 90 percent of the previous fiscal
year's planning estimate. The data
source utilized for these estimates Is
Social Security records of those
farmworkers whose annual earnings are
less than $3,000. Eligible applicants
should use the State planning estimates
listed below in developing Fiscal Year
1980 funding requests:
Fiscal Year 1980 State Planning E stimato
Alabama ............................................ 861,400
Alaska .................................................... 13.300
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Arizona...... .1.570.400
Arkansas..:.. ~~ ...... ............ .. 1.153,000

California ............................ 14,896,000
Colorado ............. ...................... 947.600
Connecticut ......... ........................ 550,000
Delaware ............................
Florida-.......... .... ....... 5.208,300
Georgia ............................................1,19Z,00
Hawaii........... ........ ... ...... _-. 262,400
Idaho_... .... ............... ...... ,8 ,0

Illinois .... ..................... ......... .. 1,688,600
Indiana ......... . ......... 978,600
Iowa. ....... .................... 1,566,900

Kentucky . . .......... .899,300
Louisiana ..................... .. ....925,300
Maine ......... ........................ 536,700
Maryland. .................................418,900
Massachusetts .............................364,400

Minnesota... .............. 1,451,200
Mississippi.................. .153,0
MissourL .................................. 950,600
Montana ..._................ ... 636,100
Nebraska................. .903,00
Nevada .... ............ ....... 112.700
New Hampshire.... ......... :........_106,O00
New Jersey ............. ....
New Mexico........ .............. 531,500
New York.................................. 1,351,800
North-Carolina ...... .......................3.143,300
North Dakota ........................ 60O9,600
Ohio............. ........ ...... .1,384,900
Oklahoma ..................................... 649,400
Oregon.-___.......... ........ 1,517,400
Pennsylvania .......... ............. 1,471,100
Rhode Island . ... 32,900
South Carolina- ..--...................... :..833,700
South Dakota .............................449,600
Tennessee........................656,700
Texas .. .. ..... ............... .: ... 4,870,300
Utah. .. .......... .....................
Vermont . ....... ... 235,100
Virginia . ................. I ....... 1,051,000
Washington. ............. . ........ 2690,300
West Virginia... .................... . ... ..... 404,600
Wisconsin . . ............... 1,754,600
Wyoming ........................... 304,800
Puerto Rico... ........ .... 1,623.400

Tota: ........ .... ...... 69,838,000

All States and Puerto Rico are open
for competition in Fiscal Year 1980.
Postmark deadlines for required
documents are as follows:

June 1: Preapplication Forms for
Federal Assistance. Preapplication
Forms must also be sent to all
appropriate area clearinghouses.
Addresses of clearinghouses may be
obtained from State Clearinghouses.

July 15: Funding Request ii1 three
copies sent by registered mail. Two
copies must also be sent to the
Department of Labor Regional Office
and-one copy to the State
Clearinghouse.

Preapplication Forms and Funding
Requests must be sent to: Lindsay
Campbell, Acting Director, Office of
Farmworker Programs, 601 D Street

N.W., Room 6308, Washington. D.C.
20213.

On or about August 22, the
Department of Labor will announce the
selection of potential grantees in each
State.

Signed at Washington. D.C., this 6th day of
April. 1979.
ljamood Godin.
Administrafto Office of Xa ix-a P& ==
[FR Doc. 7D-1158 Filed 4-Z-79; W am]

BILLING COM 4510-30-M

DEPARTMENT OF LABOR

Employment and Training
Administration, Native American
Private Sector Initiatives Program;
Plans for Allocating Funds--
Supplemental Information
AGENCY: Employment and Training
Administration, Labor.
ACTION: Notice.

SUMMARY: This notice provides for an
extension of the proposal receipt
deadline under the Native American
Private Sector Initiatives Program. ThI3
program was announced earlier in the
Federal Register.
DATES:. Proposals must be received, in
the manner specified in the earlier
Federal Register announcement, by 4:45
p.m. on May 30,1979.
FOR FURTHER INFORMATION CONTAC'.
Mr. Alexander S. MacNabb, Director,
Division of Indian and Native American
Programs, Room 6402, 601 D Street,
N.W., Washington, D.C. 20213.
SUPPLEMENTARY INFORMATION: Basic
plans for the Native American Private
Sector Initiatives Program were
announced on March 6. 1979. at 44 CFR
6706. The proposal receipt deadline
announced at that time of 4:45 p.m. on
April 17,1979, is now extended to 4:45
p.m. on May 30,1979. All other plans
announced in the Federal Register
remain the same.

Signed in Washington. D.C. this Zath day of
March 1979.
Lamood Godwin.
Administrator OffToo ff tlc.-o)Fcral
[FR Doe. ,79-115S7 Fld 4--. 04 o.

BIUNG CODE 4510-30-M

Mine Safety and Health Administration

J & M Coal Co4 Petition for
Modification of Application of
Mandatory Safety Standard

J & M Coal Company, General
Delivery, LaFollette, Tennessee 37766.
has filed a petition to modify the
application of 30 CFR 75.1405 (automatic

couplers) to its No.1 Mine located in
Campbell County, Tennessee. The
petition is filed under section 101(c) of
the Federal Mine Safety and Health Act
of 1977. Pub. L. 95-164.

The substance of the petition follows:
1. Instead of equipping its mine cars

with automatic couplers, the petitioner
proposes the following alternate
method:

a. The petitioner will permanentli
couple its mine cars into trips.

'b. End cars will have loose pins
controlled by levers extending to the
clearance side of the car.

c. If necessary, the coupler or
brakeman will align the end cars with
the fixed pin at either end of the
locomotive by using a 37 inch hand link
aligner. In this manner, the coupler or
brakeman can join or uncouple the
locomotive to the fixed trip while
standing outside the path of the cars and
locomotive.

2. The petitioner states that this
alternate method will achieve no less
protection for its miners than that
provided by the standard.

Request for Comments

Persons interested in this petition may
furnish written comments on or before
May 14,1979. Comments must be flied
with the Office of Standards,
Regulations and Variances, Mine Safety
and Health Administration. 4015 Wilson
Boulevard. Arlington. Virginia 22203.
Copies of the petition are available for
inspection at that address.

Datedi April 4.1979.

[M1 0=.73-IE1 rilEVd4-iZ-M3&45a1l
BaILin COOE 4510-43-M

Occupatlonal Safety and Health
Administration

Federal Advisory Council on
Occupational Safety and Heath1
Meeting

Notice is hereby given-that the
Federal Advisory Council on
Occupational Safety and Health.
established under Section 4(a) of
Executive Order 11807 of September 28,
1974 (39 FR 35559), Occupational Safety
and Health Programs for Federal
Employees, will meet on May 1 starting
9:30 am. in Room S4215 ABC, New
Department of Labor Building. 200
Constitution Avenue, N.W.. Washington.
'D.C. The meeting will be open to the
public.

The agenda provides for.
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I. Announcements, Clinton M. Wright.
IL National Health Statistics Survey-

discussion, Dorothy Price, Department of
Health, Education, and Welfare.

Il. Standing Committee on Safety and
Health Conferences/Status Report, John E.
Albertson.

IV. Standing Committee on Federal Safety
and Health Awards, Edivafd W. Scott, Jr.

V. Standing Committee on Federal
Accident Repoiting System-(FARS), George
Joyce.

The Council welcomes written data,
views or comments concerning safety
and healthprograms for Federal
employees, including comments onthe
agenda items. All such submissions
received by close of business April 27,
1979, will be provided to the members of
the meeting.

The Council will consider oral
presentation relating to agenda items.
Persons wishing to orally address the
Council at the meeting should submit a
written request to be heard by close of
business April 27,1979. The request
must include the name and address of
the person wishing to appear, the
capacity in which appearance willbe
made, a short summary of the intended'
presentation and an estimate of the.
amount of time needed.
I All communications regarding this
Advisory Council should be addressed
to Ms. Annie Asensio, Executive
Director, FACOSH, Department of
Labor, OSHA, First Floor South, 2100 M
Street, N.W., Washington, D.C. 20210,
telephone (202) 653-5500.

Signed at Washington, D.C. this i0th day of
April, 1979.

Eub Bingham,
Assistant Secretary of Labor.
[FR Dec. 7&-11558 Filed 4-12-79; 8:45 am]

BILLNG CODE 4510-26-M

Work Injury Report Surveys

AGENCY: Occupational Safety and
Health Administration, Department of
Labor.
ACTION: Notice of Work Injury Report
Surveys.

SUMMARY: OSI A has requested the
Bureau of Labor Statistics to conduct

(U.MW.A.).
BBC Coal County, BC Truck Mine McDowell County, W. Va ..........

(U.M.W.A.).
B & M Coal Corp. P2 Deep mine (UMW.A.) - McDowell County, W. Va-_..
Becker Jeans, Inc. (ACTWU)................. Becker, Miss.______
Black Mr. Coal Co., Inc., Black ML Truck McDowell County, W. Va.........

Mine (U.M.W.A.).
Blue ML Mining Co.. Inc., Bute ML Mine McOowell County, W. Va .........

(U.M.W.A). -

surveys of a panel sample of workers
involved in accidents resulting in
injuries to the head, face, eye and foot to
develop information on the use of
personal protective equipment and
related causal factors. Injured workers
will be queried for the information. The
,results of the surveys will assist OSHA
in developing more effective safety
standards, compliance programs and
training-activities to minimize accidents
and reduce injuries.

These are one-time surveys and will
be initiated this sum~ner. About 3,000-
responses are estimated and will require
a total of approximately 500 hours to
complete.

Copies of the proposed
questionnaires, Work Injury Report, BLS
98, will be made available to interested
persons. BLS is requesting views and
comments on the questionnaires and
methodology. . ..
DATE: Written comments must be
received by May 25,1979:
ADDRESS'-Views and comments
requested in this notice should be
submitted to Office of Occupational
Safety and Health Statistics; Attention:
WIR Surveys, Bureau of Labor Statistics,
U.S. Departmentof Labor, Room C4311,
200 Constitution Avenue, N.W.,
Washington, D.C. 20210.
FOR FURTHER INFORMATION CONTACT:

Herbert Schaffer, Office of Occupational
Safety and-Health Statistics, Bureau of
Labor Statistics, U.S. Department of
Labor, Room C4311, 200 Constitution
Avenue, N.W., Washington, D.C. 20210
(202-523-9286f

Signed at Washington, D.C., this 9th day of
April, 1979.
Eula Bingham,
Assistant Secretary of abor.
[FRDoc 79-11559 Filed 4-12-798.45 am]

BILING CODE 4510-26-

Office of the Secretary

Investigations Regarding
Certifications of Eligibility To Apply for
Worker Adjustment Assistance

Petitions have been filed with the
Secretary of Labor under Section 221(a)
of the Trade Act of 1974 ("the Act") and
are identified in the Appendix to this

Apoendix

4/2/79

4/2/79
4/4/79
412/79

notice. Uponxeceipt of these petitions,
the Director of the Office of Trade
Adjustment Assistance, Bureau of
International Labor Affairs, has
instituted investigations pursuant to
Section 221(a) of the Act and 29 CFR
90.12.

The purpose of each of the
investigations is to determine whether
absolute or relative increases of Imports
of articles like or directly competitive
with articles produced by the workers'
firm or an appropriate subdivision
thereof have contributed importantly to
an absolute decline in sales or
production, or both, of such firm or
subdivision and to the actual or
threatened total or partial separation of
a significant number or proportion of the
workers of such firm or subdivision,

Petitioners meeting these eligibility
requirements will be certified as eligible
to apply for adjustment assistance under
Title 11, Chapter 2, of the Act in
accordance with the provisions of
Subpart B of 29 CFR Part 90. The
investigations will further relate, as
appropriate, to the determination of the
date on which total or partial
separations began or threatened to
begin and the subdivision of the firm
involved.

Pursuant to 29 CFR 90.13, the
petitioners or any other persons showing
a substantial interest in the subject
matter of the investigations may request
a public hearing, provided such request
is filed in writing with the Director,
Office of Trade Adjustment Assistance,
at the address shown below, not later
than April 23, 1979.

Interested persons are invited to
submit written comments regarding the
subject matter of the investigations to
the Director, Office of Trade Adjustment
Assistance, at the address shown below,
not later than April 23, 1979.

The petitions filed in this case are
available for inspection at the Office of
the Director, Office of Trade Adjustment
Assistance, Bureau of International
Labor Affairs, U.S. Department of Labor,
200 Constitution Avenue, N.W.,
Washington, D.C. 20210.

Signed at Washington, D.C. this 5th day of
April 1979'
Marvin M. Fooks,
1)irector Office of TradeAdjustarnnt Assistance.

3/27/79 TA-W-5,113 iiinlng of coal.

3/27/79 TA-W-5,113 Mining of coal.
3/6/79 TA-W-5.115 Men's loans,

3127/79 TA-W-5,116 Ming of coal.

4/2/79 3/27/79 TA-W-5.117 Mining of coal.

Potitioner: Unriop/workers or Location Date Date of Petition Articles produced

former workers of- received petition No.

Adkins Coal Co. Adkins Truck Mine McDowell County, W. Va.... . 412179 3/27/79 TA-W-5,112 Mining of coal.
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Peitioner Unionlworkers or Location
forner workers of--

BMock Coal Co., Big Bear #2 Mine (U.M.WA) Lynco. W. V -
Carnco Mrig, Inc., Camco #1 Mne Wyo%-,9Co-ty W. V

(U.M.WA).
Da-es Coal Co, Daniels Deep ne #2 Wyomng County. W. Va.-

(u.M.WA).
Beets DevelopTent Corp, LSQ #2 Vne Rale!gh County. W. V-a....-

(UMWA).
F.S.C. Enterprises, Inc.. Surfa Mie #1 Fayette County. W. Va.

(U.M.WA.)
Hawley Coal Mini Corp, Pocahonatas ndra W. V-

Ef-pire Woe (.M.WA).
Hawley Coa MV Corp. Pocatantas Landgraff County. W. Va

Em ePreparation Plant (U.MiWA).
Hawley Coal Mining Corp. Pocaontas Brad-s.aw County. W. Va-

rmpire Blue Boy #6 (UILM.WA).
Hawley Coal Miring Corp. Pocaants BradsmwW. Va

Empire #10 Mine (UJ.LWA).
Indian Creek Coal Company. Irc.. Mine #1 Wyomng County, . V

(U.M.WA).
Indian Creek Coal Company, Inc.. Kne #2 Wyoming County. W. V--

(U.JMWA).
Indian Creek Coal Company, Inc.. Mie #4 Wyoing County. W. Va..

(U.M.JWA).
Indian Creek Coal Company, IW, Mine #12 Womng County. W. Va -...

(U.M.WA).
Kencoal Mhing Corp. Kencoal V.ne McDowl County W. Va-

(U.M.WA). -
Laytand Coal Co. Kn-Lyn Tple (U..W A). Fayette County. W. Va-.-_
Lyburn Coal Company (workers) Logan Cty. W. Va
Metropoitan Greeting Company (wor-)- Cam.bridge .M as.

Round Mountain Coal Corp. Serice Min #1 McOowA County. W. Va__._.
(U..WA).

Val.ey Senices, Inc. Valley Stdg #2 Mine Wyorrn County, W. Va -
(Ui.M.W.A.).

Vecelio & Groa Inc.. Whitby Strip Mn Raleigh County. W. Va_..
(U.M.WA).

Vecflto & Grogan Inc.. Whtby Auger Mne Rakh County W. Va__
(UJAMWA).

Vece!io & Grogan Inc, SuIWvn #1 Mne Raleigh County. W. Va -....._.
(U.M.WA).

Veco & Grogan Inc.. Sufivan #2 Mie Raleigh County. W. Va.. _
(IJJWA).

Xenko. Inc.. Xenko Truck Wine (U.S.WA)- Fayetce County, W. Va.------_
Yankee Coal Co., Bellwood Strip Me Fayette County. W. Va.-.....

(U.WA).
Paul Yale Minkng, Nancy Key K"ne Mece County, W. Va-

(U.M.WA).

Apendix--Cntinued

Data Date of PMtn AMotles produed
reca.vd pae!oh Not.

412M79
412/79

412/79

4/2/79412M/

4/2/79

412/79

412/79
4/2f73
412/9

412/7"

4/2/79

41217g
4/2/79

4/2/79

412/79
413/7
41279

4/2/79

4/2/79

412/79

412/7

412/79

412/79

4/2/79
412/79

4/2/79

3/27/79
9/27/793127/73

3/27/7

3/27/79

3127/7

9,27/79312779

9127 79

927r/7

3/27/9

9/27/79

9/27/79

3/27/79
9129/793123/9

9/27/79
9/27r/9

9/27/79
3127/79

3127h

3/27/73

3/27n793/27/7

3/27/7

[FR Doc. 79-11573 Filed 4-.12-7M &45 am1
BUllING CODE 4510-28-il-

Investigations Regarding
Certifications of Eligibility To Apply
For Worker Adjustment Assistance

Petitions have been filed with the
Secretary pf Labor under Section 221(a)
of the-Trade Act of 1974 ("the Act") and
are identified in the Appendix to this
notice. Upon receipt of these petitions,
the Director of the Office of Trade
Adjustment Assistance, Bureau of
International Labor Affairs, has
instituted investigations pursuant to
Section 221(a) of the Act and 29 CFR
90.12.

Thapurpose of each of the
investigations is to determine whether
-absolute or relative increases of imports
of articles like or directly competitive
with articles produced by the workers'
firnor an approporiate subdivision
thereof have contributed importantly to

an absolute decline in sales or
production, or both, of such hrm or
subdivision and to the actual or
threatened total or partial separation of
a significant number or proportion of the
workers of such firm or subdivision.

Petitioners meeting these eligibility
requirements will be certified as eligible
to apply for adjustment assistance under
Title U1, Chapter 2, of the Act in
accordance with the provisions of
Subpart B of 29 CFR Part 90. The
investigations will further relate, as
appropriate, to the determination of the
date on which total or partial
separations began or threatened to
begin and the subdivision of the firm
involved.

Pursuant to 29 CFR 90.13, the
petitioners or any other persons showing
a substantial interest in the subject

matter of the investigations may request
a public hearing, provided such request
Is filed in writing with the Director,
Office of Trade Adjustment Assistance,
at the address shown below, not later
than April 23,1979.

Interested persons are invited to
submit written comments regarding the
subject matter of the investigations to
the Director, Office of Trade Adjustment
Assistance. at the address shown below.
not later than April 23,1979.

The petitions filed in this case are
available for inspection at the Office of
the Director. Office of Trade Adjustment
Assistance, Bureau of International
Labor Affairs, U.S. Department of Labor,
200 Constitution Avenue. N.W.,
Washington, D.C. 20210.

SIgned at Washington. D.C. this 4th day of
April 1979.
MarlEM 14 roo"s
Diirecoai QOffvf TraAd s-j lcz _11A.;w

TA-W-5.119 .LLn of coal.

TA-W-5122 ,rM-.--g of coal.

TAA,'/-,112 ?.1rv,1 of!cil

TA-W-5.121 Mi rg alcoal.

TA41-,1122 PAgof co3L

TA-W-5.123 I- of coal.

TA-W-5.124 CaMx' fcoCa

TA41-S,1125 V.-&.. of coal.

TAAV-5-%1Za MWt-.g of coal.

TA-V-5J27 V, n3 of coal.

TA";-5.123 V' rg f coal.

TA-V-5,I% i r-i-ng of coa.

TA"W-5.133 J.,&n of coal.

TA-W-5,131 i=3 of coal.

TAAV.5,132 Olperal-s tippta rra-tne
TA-W-5.M3 Lkrang of coal.
TA-SX.14 G-rec,-;, ma.~ nr.,t k!"a_ Fla books. wrapping Paper

&id rlsied prcd~t&
TA V-5,135 &_ xg of coaL

TA-W-5,15 M=3 of coal.

rA41-5.137 V=Qn of cal.

TA-W-5%1l3 Vfr=.3 of Coal.

TA-W-S.123 "t.. of coal

TA-W-S.141 ?/?Zng ofcoal

TA-VI-5,141 f~of coal.
T".V-6142 #Laio; of caL

T"1W-5.143 kMi± g of coaL
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Appendix

Petitioner Union/workers or Location Date Date of Petition Artiees produced
former workers of- received petition No.

American Motors Corp., Kenosha Manufactur- Kenosha, V..... 3/27/79 3122/79 TA-W-5,101 Concord passenger cars and component parts.
Ing Facilities (UAW.

Atlantic Products Corp.. Generat Utility sag Jersey City, N.J . ......... .. 3/30/79 3/26/79 TA-W-5,102 Vinyl luggage.
Div. (Rubberized Novelty & Plastic Workers
Union. ILGWU).

Bomar Crystal Co. (company) ..................... Middlesex. N.J . -... 4/3/79 3/29/79 TA-W-5,103 Quartz crystals for c.b. radios, scannots and mon~iors.
Brown Shoe Co. (Footwear Div. Retail Clerks Mountain Grove, Mo ....... - 3/30/79 3/1979 TA-W-5,104 Ladies' shoes.
,Int'l Union).

Guyan Eagle Mining Company (workers) ..... tybum, W. Va..................... 4/3/79 3130179 TA-W-5,105 Miningard cleaning of coal.
Irving Tanning Co., leather Div. of The Sea- Hartland. Maine . ... 4/2/79 3/28/79 TA-W-5.106 Tanning leather for shoes and accessor es.

grave Corp. (company).
Lerimore,.Ltd. (workers) .......................... Philadelphia, Pa.--......... 3/23/79 3/20/79 TA-W-5,107 Men's coats and trousers.
The Van Heusen Co. (company) .................. Pottsville. Pa............... 4/2/79 3/28/79 TA-W-5,108 Men's sport shirts.
Wcber Knitting Mills, Inc. (company)............ Butler. N.J ............. 4/2/79 3/26/79 TA-W-5,109 Ladies', men's and some children's sweats.
Weyenberg Shoe Manufacturing Co. (Boot Waterloo, Vrs............. 4/3/79 3/29/79 TA-W-5,110 Man's shoes.

and Shoo-Workers Union).
Weyenberg Shoe Manufacturing Co. (Boot Beaver Dam, Ws ............. 4/3/79 3/29/79 TA-W-5, 111 Men's shoes.
and Shoo Workers Union).

[FR Doc. 79-11575 Filed 4---7. 8.45 am)
BILLING CODE 4510-28-M

Investigations Regarding absolute decline in sales or production, a public hearing, provided such request
Certifications of Eligibility To Apply for or both, of such firm or subdivision and is filed in writing with the Director,
Worker Adjustment Assistance to the actual or threatened total or Office of Trade Adjustment Assistance,

partial separation of a significant at the address shown below, not later
Petitions have been filed'with the niumber or proportion of the workers of than

Secretary of Labor under Section 221(a4 such firm or subdivision. Interested persons are invited to
of the.Trade Act of 1974 ("the Act") and Petitioners meeting these eligibility submit written comments regarding the
are identified in the Appendix to this requirements will be certified as eligible subject matter of the investigations to
notice. Upon receipt of these petitions, to apply.for adjustment assistance under the Director, Office of Trade Adjustment
the Diector of the Office of Trade Title II, Chapter 2, of the Act in Assistance, at the address shown below,
Adjustment Assistance, Bureau of accordance with the provisions of not later than April 23, 1979.
International Labor Affairs, has Subpart B of 29 CFR Part 90. The The petitions filed in this case are
instituted investigations pursuant to investigations will further relate, as available for inspection at the Office of
Section 221(a) of the Act and 29 CFR appropriate, to the determination of the the Director, Office of Trade Adjustment
90.12. date on which total or partial Assistance, Bureau of International

The purpose of each of the . separations began or threatened to Labor Affairs, U.S. Department of Labor,
investigations is to determine whether begin and the subdivision of the firm 200 Constitution Avenue, N.W.,
absolute or relative increases of imports involved. Washington, D.C. 20210.
of articles like or directly competitive Pursuant to 29 CFR 90.13, the . Signed at Washington, D.C. this 10th day of
with articles produced by the workers' petitioners or any other persons showing April 1979.'

firm or an appropriate sudivision thereof a substantial interest in the subject M-ar' SL Fooka.
have contributed importantly to an matter of the investigations may request D/recar. OffeeofTradeAdjutcent As/stance.

-- Appendix

Petitioner (Union/workers or Location Date Dale of Petition Articles produced
former workers of- received petition, No.

Anisbrook. Division of Gcnesco (Workers)- Nashville, Tenn 3/26/79 313/79 TA-W-5,195 Mons pajamas, robes and cut mens underwear.
Berkshire Leather Corp. Workers)- _. Gloversville, N.Y .... 416/79 4/3/79 TA-W-5,196 Warehouse g!oves.
CF & I Steel Corp. Pueblo Plant (Workers)._ Pueblo, Coe .............. 4/3/79 3/26/79 TA-W-5,197 Steel rails, seamless lubes, mining supps;o wiro r td,

ucts and naIs.
Florsheim Shoe Co. (Workers).... Krksvile. Mo. 4/2/79 3/15/79 TA-W-5,198 Mans dress shoes.
L W. Foster Sportswear Company. Inc. Philadelphia, Pa.... 415/79 4/6/79 TA-W-5.196 Mans suits and jackets.

(A.C.T.W.U.).
Mr. Henry Inc. (A.C.T.W.U.).... ........... New York, NY_... 4/3/79 3/14/79 TA-W-5,200 Mans sport shirts.
Paley Associates (A.C.T.W.U.)................ Dorchester, Mass -.... 416/79 4/3/79 TA-W-5,201 Mans outerwear, overcoats, top coals, jackets (wool n),
Vulvan Corporation, Amesbury Plant - Amesbury, Mass -...... 4/6/79 3/30/79 TA-W-5,202 Mold unit solos and plastic hesls.

[FR Doc. 79-11577 Filed 4-12-79; 8:5 am]

BILLING CODE 4510-28-
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Investigations Regarding
Certifications of Eligibility To Apply for
Worker Adjustment Assistance

Petitions have been filed with the
Secretary of Labor under Section 221(a)
of the Trade Act of 1974 ("the Act") and
are identified in the Appendix to this
notice. Upon receipt of these petitions,
the Director of the Office of Trade -
Adjustment Assistance, Bureau of
International Labor Affairs, has
instituted investigations pursuant to
Section 221(a) of the Act and 29 CFR
90.12.

The purpose of each of.the
investigations is to determine whether"
absolute or relative increases of imports
of articles like or directly competitive
with articles produced by the workers'
firm or an appropriate subdivision
thereof have contributed importantly to

an absolute decline in sales or
production, or both, of such firm or
subdivision and to the actual or
threatened total or partial separation of
a significant number or proportion of the
workers of such firm or subdivision.

Petitioners meeting these eligibility
requirements will be certified as eligible
to apply for adjustment assistance under
Title II, Chapter 2, of the act in
accordance with the provisions of
Subpart B of 29 CFR Part 90. The
investigations will further relate, as
appropriate, to the determination of the
date on which total or partal separations
began or threatened to begin and the
subdivision of the firm involved.

'Pursuant to 29 CFR 90.13. the
petitioners or any other persons showing
a substantial interest in the subject
matter of the investigations may request
a public hearing, provided such request

is filed in writing with the Director,
Office of Trade Adjustment Assistance,
at the address shown below, not later
than April 23,1979.

Interested persons are invited to
submit written comments regarding the
subject matter of the investigations to
the Director, Office of Trade Adjustment
Assistance, at the address shown below,
not later than April 23,1979.

The petitions filed in this case are
available for inspection at the Office of
the Director, Office of Trade Adjustment
Assistance, Bureau of International
Labor Affairs. U.S. Department of Labor,
200 Constitution Avenue, N.W.,
Washington, D.C. 20210.

Signed at Washington. D.C. this 5th day of
April 1979.

V-*&-, Office of T-mck4d=er-siam*

Appendix

Petitioners Union/workers or Location Date Date of Peti5n Nldes prodced
former workers of- received peition tom

Apache Trucking Co. (UM.WAA) laegar. W. Va 412f79 312179 TA-W-5.144 Tracsport coa frn mie to Na*.r SteL.
Avtex Fibers, Inc. (A.C.T.W.U.) - Aston, Pa 413r19 3/2"0/79 TA-W-5.145 Rayon %a
8 and G Trucking Company, Inc. (U.M.W.A.) Princeton. W. Va. , 41279 3127/79 TA-W-5.146 Contract hauler.
Brown Shoe Company (Workers) - Steelvte, Mo 4/3f79 3122179 TA.W-5.147 Shoe Comporet part&.
Byars Trucking (U.M.WA) McGraws, W. Va. 412/79 3/27/79 TA-W-S.148 Contract hauler.
Chloe Trucking Corporation (U. MWA). Jolo W. Va. 4/2179 3/27/9 TA-W-5,149 Cofact h&rer
Dean Trucking Co., Inc. (UMW.A.) - Ouinwood, W. Va, 4/279 3/27/79 TA-W-5.150 Ccntrd ha..er.
Helnems Trucking. Inc. (U.W.A.) - Rupert W. Va 412/79 3/27/79 TA-W-5,151 HIat* ccal
HN'tde & Son. Inc. (U.M.WA). Canvas. W. Va 412/79 3/27/79 TA-W-5.152 Had coal.
John Brown Harris. Inc (Workers) - Ouinwood, W. Va. 4/3/79 3123/79 TA-W-5.153 ine Coal
Lochgetly Supply Co. (U.M.W.A.) - Lo ,gelly W. Va-. 4/2179 3/27/79 TA-W-5,154 Contrc haulor.
Nappe-Smith Mg. (AC.T.W.U.) Farngdal. LJ_ 43/79 3/23179 TA-W-5,155 Irm d plaWc tars
Norman S. Bailey Trucking Co. (U.LW.A). Jaeger. W. Va 412f79 3/27/79 TA-W-5.156 Trwaporis coal
Oak Ridge Coal Co, Inc. (U.M.W.A.) Leivasy. W. Va 412/79 3/27J79 TA-W-5,157 ine cca.
Oak Ridge Coal Co, Inc. (U.M.W.A) - Rupert W. Va 412/79 3/27/79 TA-W-5.1r Wk coal.
Trple W. Trucking Co. Inc. (U.M.W.A). Beaver, W. Va-....... 412/79 3/27/79 TA-W-5 1!9 Had coal a! C CAr
Van Trucking, Inc. (U.M.W.A) Shady Spring, W. Va-..-- 4/2/79 3/27r/9 TA-W-5.160 Tranport ci.
Whithafl Mfg. Corp. (workers) Whithall, N. Y 3/28/79 3/22/79 TA-W-5.161 Mans Wwt

[FR Doc. 79-11578 Filed 4-12-79;. 45 em]

BILLING CODE 4510-28-M

Investigations Regarding
Certifications of Eligibility To Apply for
Worker Adjustment Assistance

Petitions have been filed with the
Secretary ofLabor under Section 221(a)
of the Trade Act of 1974 ("the Act") and

are identified in the Appendix to this
notice. Upon receipt of these petitions,.
the Director of the Office of Trade
Adjustment Assistance, Bureau of
International Labor Affairs, has
instituted investigations pursuant to

Section 221(a) of the Act and 29 CFR
90.12.

The purpose of each of the
investigations is to determine whether
absolute or relative increases of imports
of articles like or directly competitive
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with articles -jroduced by the workers'
firm or an appropriate subdivision
thereof have contributed importantly-to
an absolute decline in sales or
production, or both, of such firm or
subdivision and to the actual or
threatened total or partial separation of
a significant number or proportion of the
Workers of such firm or'subdivision.

Petitioners meeting these eligibility,
requirements will be certified as eligible
to apply for adjustment assistance under
Tit'le II, Chapter 2, of the Act in
accordance with the provisions of
Subpart B of 29, CFR Part 90. The
investigations yvill further relate, as

appropriate, to the determination ofthe
date on which total or partial
separations began' or threatened to
begin and the subdivision of the firm
involved.

Pursuant to 29 CFR 90.13, the
petitioners or any other persons showing
a substantial interest in the subject
matter of the investigations may request
a public hearing, provided such request
is filed in writing with the Director,
Office of Trade Adjustment Assistance,
at the address shown below, not later
than April 23, 1979.'

Interested persons are invited to
submit written comments regarding the

subject matter of the investigations to
the Director, Office of Trade Adjuintment
Assistance, at the address shown below,
not later than April 23, 1979.

The petitions filed in this case aro
available for inspection at the Offico'of
the Director, Office of Trade Adjustmont
Assistance, Bureau of International
Labor Affairs, U.S. Department of Labor,
200 Constitution Avenue, N.W.,
Washington, D.C. 20210.

Signed at Washington, D.C. this 0th day of
March 1979.
Marvin M, Fooks,

Director, OfficO of Trade Adjustmeant Assistance.

"Appendix

Petitioner:. Union/workers or Location Date Date of Petition Articles produced
former workers of- received petition No.

Betty Coal Co., Betty Mine #13B, (U.M.WA). laeger, W. Va ................ 412/79 3127/79 TA-W-5,162 Mining of coal.
Betty Coal Co., Garland Division, Betty Mine laeger, W. Va................... 4/2/79 3/27179 TA-W-5,163 Mining of Coal.

#8 (U.M.W.A.).
Bowen Trucking Co., Bowen Mine (U.M.W.A.) Maben, W. Va ................. 4/2/79 3/27/79 TA-W-5,164 Mining of Coal.
C & R Trucking. Inc. (U.M.W.A.) .... ............ Avondale, W. Va............ 4/2/79 3/27/79 TA-W-5,165 Contract hauler of coal.
Cities Service Co., Copperhill Operations Copperhill, Tenn 4/3/79 3/28/79 TA-W-5,166 Iron Oxide pellets.

(workers). I

City Coal & Supply Co. Inc. (U.M.W.A.) ....... Princeton, W. Va ......... 4/2/79 3127/79 TA-W-5,167 Trucking service for caf and stone quarries.
Central Aguirre (company)................ ...... Aguirre, P.R...... 4/3/79 3/23/79 TA-W-5,168 Raw sugar.
Coal King Corp., Mathew Meade -Mine Shady Spring, W. Va ............. 4/2/7 3/27/79 TA-W-5.169 Mining of coal.

(U.M.W.A).
Coal King Corp., Bonnie Beth Mine Shady Spring, W. Va .............- 4/2/79 3/27/79 TA-W-5,170 Mining of deal.

(U.M.W.A.),
Coal King Corp., Parrah Lee Mine (U.M.W.A). Dan!is, W. Va...... 4/2/79 3/27179 TA-W-5,171 Mining of coal.
Coal King Corp,., LS #2 Mine (U.M.W.A.)..-. Daniels. W. Va ............. 4/2/79 3/27/79 TA-W-5,172 Mining of cool.
Coolrdge Equipment and Mining Co., L & F Shady Spring, W. Va ........... ..... 4/2/79 3/30/79 TA-W-5,173 Mining of coal.

Strip Mine (U.M.W.A.).
Crescent Sea Food Products Co. (workers) ,... Paterson, NJ ........................... 4/4/79 4/22/79 TA-W-5,174 Wholesaler fresh and frozen lish.
Farm Pillow Corp. (workers)........................ Plainview,.Long Island, N.Y . 4/2/79 3/27/79 TA-W-5,175 Decorative pillos, sleeping pillows, chair and Wed ols.
Kitcheoian Fuel Corp., #12A Mine (U.M.W.A.): Bluefield, W. Va a. ... 4/2/79 3/27/79 TA-W-5,176 Mining of coal.
Kitchekan Fuel Corp, Pocahontas Auger Mine Matoaka. W. Va ..... .. 4/2/79 3/27/79 TA-W-5,177 Mining of coal.

(U.M.W.A.).
Kilchekan Fuel C6rp.. Preparation Plant Matoaka. W. Va .... 4/2/79 3/27179 TA-W-5,178 Cleaning of coal.

(U.M.W.A.).
Kitchekan Fuel Corp., Mine #60 (U.M.WA.)... Maloaka, W. Va ..................... 4/2/79 3/27/79 . TA-W-5,179 Mining of coal,
Kitchekan Fuel Corp., Mine #59 (U.M.W.A.)_.. Matoaka, W. Va ..................... 4/2/79 3/27/79 TA-W-5,180 Mining of coal.
Hilltop Trucking Inc. (U.M.W.A.).................. Beaver, W. Va ... .................... 4/2/79 3/27/79 TA-W-5,181 Independent trucker,
M & B Coal Co., Indian Creek #15 Wyoming County. W. Va ............ 4/2/79 3127/79 TA-W-5,182 Mining of coal.

(U.M.W.A.).
M & B Coal Co., Indian Creek #7 (I.M.W.A.). Wyoming County, W. Va.. 412/79 3/27/79 TA-W-5,183 Mining of Coal.
Sewell Division (workers) ......... ...... Nettie, W. Va......... ..... 4/3/79 3/29/79 TA-W-5,184 Metallurgical coal.
Poll of Coal Inc., Willis Branch Strip Mine .... Fayette County, W. Va...--- 3/30/79 3/27/79 TA-W-5,185 Mining of bal.
Rowe Trucking C3. Inc., (U.M.WX).......... Bradshaw, W. V 3/30/79 3/27/79 TA-W-5°186 Contract hauler of coal
Royal Trucking Inc. (U.M.WA.) .................... Shady Spring. W. Va...--- 412/79 3/27/79 TA-W-5,187 Trucking servicea.
Standard Pocahontas Coal Co. (U.M.W.A.)-... Raleigh County, W. Va___ 4/2/79 3/27/79 TA-W-5,188 Mining of coat.
War Eagle Coals Inc. (U.M.W.A.) ................ Wyomiftg County. W. Va..---. 4/2/79 o 3/27/79 TA-W-5,189 Mining of Coal.
War Eagle Coals Inc., F fne (U.M.W.A.) ...... Wyoming County, W..Va....... 4/2/79 3/27/79 TA-W-5190 Mining of Coal.
Wiston Coal Co., Winston Surface Mine Davy. W. Va .. ...... 4/2/79 3/27/79 "fA-W-5,191 Mining of coal:

(U.M.W.A.).
Wright Trucking & Mining Co, Wright #9 Mercer County W. Va ............ 4/2)79 31/27/79 TA-W-5,192 Mining of coal.

Auger Mine (U.M.W.A.).
Brerwood Shoe Division,.Claredon Division Claredon, Ark.................... 4/3/79 3/28/79 TA-W-5,193 Sew shoes.

(dompany).
Brierwood Shoe Division,, Dewitt Division Dewitt, Ark .................... 4/3179 3/28/79 TA-W-5.194 Shoos for men and boys.

(company).'

[FR-Doc. 79-11582 Filed 4-12-79; 8:45 am]

BILLING CODE 4510-23-M

A latex, Inc., Crestview, Fla.; Negative
betermination Regarding Eligibility To
Apply for Worker Adjustment
Assistance

In accordance with Section 223 of the

Trade Act Of 1974 the Diepartment of
Labor herein presents the results of TA-
W-4745: investigdtion regarding /
certification of eligibility to apply or
worker adjustment assistance as

prescribed in Section 222 of the AcL
The investigation was initiated on

January 26, 1979, in response to a worker
petition received on January'22,1979,
which was filed by the Amalgamated
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Clothing and Textile Workers' Union on
behalf of workers and former workers
producing men's woven undershorts at
the Crestview, Florida plant of Alatex,
Incorporated.

The Notice of Investigation was
published in the Federal Register on
February 2,1979 (44 FR 6798). No public
hearing was requested and none was
held.

The determination was based upon
information obtained principally from
officials of Alatex, Incorporated, its
customers, the National Cotton Council
of America, the U.S. Department of
Commerce, the U.S. International Trade
Commission, industry analysts and
Department files.

In-order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act
must be met. Without xegard to whether
any of the other criteria have been met,
the following criterion has not been met
that increases of imports of articles like or
directly competitive with articles produced
by the fni or appropriate subdivision have
contributed importantly to the separations, or
threat thereoI and to the absolute decline in
sales of production.

The Department surveyed the major
customers of Alatex, Incorporated with
respect to their purchases of men's "
undershorts. The survey revealed that
none of those customers purchased
imported men's undershorts in the 1976-
1978 period.

Conclusion

After carefulreview, I determine that
all workers of the Crestview, Florida

'plant of Alatex, Incorporated are denied
eligibility to apply for adjustment
assistance under Title II, Chapter 2 of
the Trade Act of 1974.

Signed at Washington, D.C. this loth day of
April 1979.
C. Michael Aho,
Di=r OffifF jS EcoromzeswzQ

rrA-W-4745]
[FR Doe. 71--1154 Filed 4-12-M. :Ss am]
BILUNG CODE 4510-28-M

Amigo Smokeless Coal Co., Wyco, W.
Va., Amigo, W. Va., Tralee, W. Va.;
Negative Determination Regarding
Application for Reconsideration

On February 2, 1979, the petitioning
union requested administrative
reconsideration of thp Department of
Labor's negative deteymination
regarding eligibility to apply for worker
adjustment assistance in the case of
workers and fdrmer workers of Amigo

Smokeless Coal Company, Amigo, Wyco
and Tralee, West Virginia. The
determination was published in the
Federal Register on January 9,1979, (44
FR 2o29).

Pursuant to 29 CFR 90.18(c),
reconsideration may be granted under
the following circumstances:

(1) If it appears on the basis of facts
not previously considered that the
determination complained of was
erroneous,

(2) If it appears that the determination
complained of was based on a mistake
in the determination of facts previously
considered; or

(3) If, in the opinion of the Certifying
Officer, a misinterpretation of facts or of
the law justifies reconsideration of the
decision.

The petitioning union claims that the
Department disregarded customers who
decreased purchases of coal from Amigo
and increased their pirchases of coke
and failed to consider the other criteria
needed for certification, Including data
on imported coal for coking. Lastly, the
union claims that the Norfolk and
Western Railroad strike did not result In
the present closure of the mines, which
remained shut down followed by the
end of the railway strike.

A review of the case file Indicates that
the Department's negative
determination was based on the fact
that workers at the Amigo Smokeless
Coal Company did not meet the
"contributed importantly" test. It is
necessary for a worker group to meet all
three statutory group requirements foi
certification. If one of the requirements
is not met, the worker group cannot be
certified eligible for trade adjustment
assistance. Furthermore, within the one-
year period prior to the date of the
petition, September 28,1978, Amigo had
been shut down because its workers
were oilstrike for nearly four months
(December 6,1977, to March 27,1978)
and because of a two and a half month
railway strike (July 10,1978, to
September 30,1978) it could not ship
coal. The Department does not maintain
that the railway strike alone resulted in
the mine closing. A great part of its loss
of sales was in the export market. The
Department's position on this issue is
that the loss of sales-even to foreign
sources-during the strike period would
not provide a basis for certification. The
Department's survey of customers
revealed that the only customer who
imported both coal and coke in the
period 1976-1978 had not purchased
from Pittston since 1976. This customer
imported metallurgical coal in 1977 and
early 1978 because of its inability to
obtain domestic coal in sufficient

quantities in anticipation of the U3MW
strike and following the strike. The coal
It imported was delivered to facilities
other than those supplied by Amiga and
was of a different quality. Its purchases
of imported-coke in 1978, according to
the customer, was due to its inability to
obtain domestic metallurgical coal with
inventories drastically reduced because
of the UMW strike. One other customer
imported only coke in 1976 and 1978 and
purchased coal from Pittston in 1976 and
1978. According to that customer, the
coke imports in 1978 were the result of
its inability to procure metallurgical coal
because of the 1AMW strike.

Conclusion

After review of the application and
the investigative file, I conclude that
there has been no error or
misinterpretation of fact or
misinterpretation of the law which
would justify reconsideration of the
Department of Labor's prior decision.
The application is, therefore, denied.

Signed at Washingtom, D.C., this 10th day
of April 1979.
Q caW Ahe.
Dnxckzr Offk oofR. efpEc==oemLe.-r&

[rA-W-.2 4=.4ZO-8l
IFR Dc-. 79-12.' MIed 4-i2-7 &43 =m]
BULLNG CODE 4510-2-M

Barlf Industrial Corp., Brooklyn, N.Y.;
Negative Determination Regarding
Eligibility To Apply for Worker
Adjustment Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-4769: investigation rejarding
certification of eligibility to apply for
worker adjustment assistance as
prescribed in Section 222 of the Act.

The investigation was initiated on
February 1, 1979 in response to a worker
petition received on January 30,1979
which was filed by the Knitgoods Union,
International Ladies' Garment Workers'
Union on behalf of workers formerly
producing knitted dresses, sweaters,
pants and jackets at Barlin Industrial
Corporation. Brooklyn. New York. The
investigation revealed that the plant
also produced ladies' skirts, blouses,
shirts, vests, blazers, pantsuits and
men's and boys' sweaters.

The Notice of Investigation was
published in the Federal Register on
February 9,1979 (44 FR 8381). No public
hearing was requested and none was
held.

The determination was based upon
information obtained principally from
officials of Barlin Industrial Corporation,
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its manufacturers, the U.S. Department
of Commerce, the U.S. International
Trade Commission, industry analysts
and Department files.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance, each -of the group eligibility
requirements of Section 222 of the Act
must be met. Without regard to whether
any of the other Criteria have been met,
the following criterion has not been met:

that increases of imports of articles like or
directly competitive with articles produced
by the firm or appropriate subdivision have
contributed importantly to the separations, or
threat thereof, and to the absolute declinein
sales or production.

Evidence developed during the course
of the investigation revealed that Barlin
Industrial Corporation was engaged in
contract work from 1977 until it closed
permanently in January, 1979. A
Department of Labor survey of Berlin's
manufacturers indicated that most
manufacturers would have continued to
do business with Barlin in 1979 if it had
not closed. The manufacturers indicated
that they will be increasing their
utilization of other domestic contractors,
rather than foreign sources, diring 1979.

Conclusion

After careful review, I determine that
all workers of Barlin Industrial
Corporation,Brooklyn, New York are
denied eligibility to apply for adjustment
assistance under Title II, Chapter 2 of
the Trade Act of 1974. -

Signed at Washington,'D.C. this 3rd day of
April 1979.
James F. Taylor.
Director, Office of Management Administration, and Plan-
ning.

-4TA-W-47691
[FR Doe. 79-116" Filed 4-12-79; 845 am]
BILWNG CODE 4510-28-M

Bedford Knitting Mills, Brooklyn, N.Y.;
Revised Certification of Eligibility To
Apply for Worker Adjustment
Assistance

In accordance with Section 223 of the
Trdde Act of 1974, the Department of
Labor issued a Certification of Eligibility
to Apply for Worker Adjustment
Assistance on February 13, 1979,
applicable to all workers of Bedford
Knitting Mills, Brooklyn, New York. The
Notice of Certification was published in
the Federal Register on February 23,
1979, (44 FR 10794).

On the basis of additional
information, the Office of Trade
Adjustment Assistance, on its own
motion, reviewed the certification. The
review of the case revealed that three

layoffs occurred on December 31, 1978.
These layoffs were not covered by the
termination date of December 9, 1978.
Under the circumstances, the original
termination date of December 9,1978,
contained in the initial certification has
been moved to January 5,1979.

The intent of the certification is to
cover all workers who were affected by
the decline in production of misses' and
juniors' sweaters at Bedford Knitting
Mills' plant in Brooklyn, New York,
related to import competition. The
certification, therefore, is revised
providing a new termination date of
January 5, 1979.

The revised certification applicable to
TA-W-4219 is hereby issued as follows:

All workers of Bedford Knitting Mills,
-Brooklyn, New York, who became totally or
partially separated from employment on or
after December 2,1977, and before January 5,
1979, are eligible to apply for adjustment
assistance under Title II, Chapter 2 of the
Trade Act of 1974.

Signed at Washington, D.C., this 10th day
of April 1979.
JamesF. Taylor,
Director. Office of Management, Administration, and Plan.
ning.

ITA-W-4219]
[FR Doc. 79-11580 Filed 4-12-79; 845 am]

BILUNG CODE 4510-28-M

Bethlehem Mines Corp., Accounting
Dept., Johnstown, Pa.; Negative
Determination Regarding Eligibility To
Apply for Worker Adjustment
Assistance'

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-4783: investigation regarding
certification of eligibility to apply for
worker adjustment assistance as
prescribed in Section-222 of the Act.

The investigation was initiated on
February 9, 1979 in response to a worker
petition received on January 25, 1979
which was filed by the United
Steelworkers of America on behalf of
workers and former workers of-the
accounting office of Bethlehem Mines
Corporation, Johnstown, Pennsylvania.

The Notice of Investigation was
published in the Federal Register on
February 23, 1979 (44 FR 10800). No
public hearing was requested and none
was held.

The determination was based upon
information obtained principally from
officials of Bethlehem Steel Corporation,
the American Iron and Steel Institute,
the U.S. Department of Commerce, the
U.S. International Trade Commission,
industry analysts and Department files.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act
must be met. Without regard to whether
any of the other criteria have been met,
the following criterion has not been met:
that increases of imports of articles like or

-directly competitive with articles produced
by the firm or appropriate subdivision have
contributed importantly to the separations, Or
threat thereof, and to the absolute decline In
sales or production,

The accounting department,
Johnstown, Pennsylvania, of Bethlehem
Mines Corporation is responsible strictly
for coal accounting. It operates in an
office building entirely separate from the
Johnstown,' Pennsylvania steelmaking
plafit of Bethlehem Steel Corporation.
The coal accounted for by the
accounting department in Johnstown,
Pennsylvania is sent primarily to all of
the steel mills of Bethlehem Steel
Corporation.

In order for the workers of the
Johnstown, Pennsylvania accounting
department to be certified the reduction
in derand for their services must
originate at a production facility whose
workers independently meet the
statutory criteria for certification, and
that reduction must directly reldnto to the
product adversely impacted by imports,

Company production of coal by the
Bethlehem Mines Corporation increased
in the April-December period of 1978
compared to the like period in 1977.
Decreases in coal production in the first
quarter of 1978 are attributable to a
strike during the entire quarter.
Furthermore; during the period of 1978
and the first two months of 1979, there
were no involuntary separations at the
accounting department.

Conclusion

After careful review, I determine that
all workers of the Johnstown,
Pennsylvania accounting department of,
Bethlehem Mines Corporation, are
denied eligibility to apply for adjustment
assistance under Title II, Chapter 2 of
,the Trade Act of 1974.

Signed at Washington, D.C. this 6th day of
April 1979.
Harry J. Gilxcen.
Supervisory International Economist Office of Foreign Eco.
nomicResearch.

[TA-W-4783

[FR Doec. 79-11581 Filed 4-12-79 8:45 am,
BILUNG PODE 4510-2B-M
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Bootmakers of Sturgeon Bay, Inc.,
Sturgeon Bay, Wis.; Certification
Regarding Eligibility To Apply for
Worker Adjustment Assistance

In accordance with Section 223-of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-4784: investigation regarding
certification of eligibility to apply for
worker adjustment assistance as
prescribed in Section 222 of the Act.

The investigation was initiated on
February 9, 1979 in response to a worker
petition received on February 2, 1979
which was filed by the Footwear
Division of the Retail Clerks'
International Union on behalf of
workers and former workers producing
men's and women's work/outdoor boots
and shoes at Bootmakers of Sturgeon

-Bay, Inc., Sturgeon Bay, Wisconsin. The
investigation revealed that the plant
primarily produces men's work/outdoor
footwear.

The Notice of Investigation was
published in the Federal Register on
February 23, 1979 (44 FR 10800). No
public hearing was requested and none
was held.

The determination was based upon
information obtained principally from
officials of Bootmakers of Sturgeon Bay,
Inc., its customers, the U.S. Department
of Commerce, the U.S. International
Trade Commission, industry analysts,
and Department files.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act
must be met. The Department's ,
investigation revealed that all of the
requirements have been met.

U.S. imports of men's work footwear
increased absolutely and relatively in
1978 compared with 1977.

The Department surveyed the major
customers who decreased purchases of
work/outdoor footwear from
Bootmakers of Sturgeon Bay in 1978
compared with 1977. Respondents
accounting for a substantial proportion
of the decline in the subject firm's sales
indicated that they increased purchases
of imported work/outdoor footwear in
1978 compared with 1977.

Conclusion

After careful review of the facts
obtained in the investigation, I conclude
that increased imports of articles like or
directly competitive with the men's
work/outdoor boots and shoes produced
at Bootmakers of Sturgeon Bay, Inc.,
Sturgeon Bay, Wisconsin contributed
importantly to the decline in sales or

production and to the total or partial
separation of workers of that firm. In
accordance with the provisions of the
Act, I make the following certification:
All workers of Bootmakers of Sturgeon Bay,
Inc., Sturgeon Bay, Wisconsin who became
totally or partially separated from
employment on or after January 29.1978 are
eligible to apply for adjustment assistance
under Title H, Chapter 2 of the Trade Act of
1974.

Signed at Washington. D.C. this 5th day of
April 1979.
HanY I. GU-m.
Szxjpeisory Inteiwatioral E=.=is. Offix of F.jrtp Ew-

rrA-w-47841
[FR Doc. 79-1583 Filed 4-1Z-79; 8:45 am

BILLING CODE 4510-21-M

Connors Steel Co., Huntington, W. Va.;
Negative Determination Regarding
Eligibility To Apply for Worker
Adjustment Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-4771: investigation regarding
certification of eligibility to apply for
worker adjustment assistance as -
prescribed in Section 222 of the Act.

The investigation was initiated on
February 1, 1979 in response to a worker
petition received on January 30,1979
which was filed by the United Steel
Workers of America on behalf of
workers and former workers producing
carbon steel and carbon steel products
including structural shapes at Connors
Steel Company, Huntington, West
Virginia. The investigation revealed that
the plant primarily produces carbon
steel bar-size light shapes and structural
shapes.

The Notice of Investigation was
published in the Federal Register on
February 9, 1979 (44 FR 8381). No public
hearing was requested and none was
held.

The determination was based upon
information obtained principally from
officials of Conners Steel Company, the
U.S. Department of Commerce, the U.S.
International Trade Commission,
industry analysts and Department files.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act
must be met. Withotit regard to whether
any of the other criteria have been met,
the following criterion has not been met:
that sales or production, or both. of the firm
or subdivision have decreased absolutely.

Total plant sales and production
increased in terms of quantity and value
in 1977 compared with 1976, and in 1978
compared with 1977.

Plant sales of bar-size light shapes
and structural shapes increased in terms
of quantity and value in 1977 compared
with 1976 and increased in 1978
compared with 1977.

Conclusion
After careful review, I determine that

all workers of the Huntington, West
Virginia plant of Connors Steel
Company, are denied eligibility to apply
for adjustment assistance under Title II,
Chapter 2 of the Trade Act df 1974.

Signed at Washington. D.C. this 2nd day of
April 1979.
I- Fo T4'cr.

Dvd.- Ojiw ofM ?Vr_-s=en Ad tnisfrc&io c=d~=-

frA-WV-4Mj
FRu Dcc. 115%t Fied 4-12-M. 8:45 am]

OILMN COD 451-2104"

Connors-Hoffmann Div., Brierwood
Shoe Corp., Littleton, N.H., Woodsville,
N.H4 Certification Regarding Eligibility
To Apply for Worker Adjustment
Assistance

In accordance with Section 223 of the
Trade Act Of 1974 the Department of
Labor herein presents the results of TA-
W-4826 and 4826A: investigation
regarding certification of eligibility to
apply for worker adjustment assistance
as prescribed in Section 222 of the Act.

The investigation was initiated on
February 22.1979 in response to a
worker petition received on February 12.
1979, which was filed on behalf of
workers and former workers producing
ladies' shoes and boots at the Connors-
Hoffmann Division of the Brierwood
Shoe Corporation, Littleton, New
Hampshire. The investigation was
expanded to include workers at a
satellite stitching facility in Woodsville,
New Hampshire (TA-,V-4826A).

The Notice of Investigation was
published in the Federal Register on
March 2 1979 (44 FR 11865]. No public
hearing was requested and none was
held.

The determination was based upon
information obtained principally from
officials of the Connors-Hoffmann
Division of the Brierwood Shoe
Corporation, its customers, the U.S.
Department of Commerce, the U.S.
International Trade Commission,
industry analysts and Department files.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
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requirements of Section 222tofthe Act
must beme Iitis: concluded thattall of
.the requirements have-beenr met.

U.S. imports of womenfs nonrubben
footwearincreasedlfrontI97! to. 1978.
Theratio of imports toidomestic
production of. women's. nonrubber
footwear increasedfromrl31L.6percanit iir
1976 to 137.6 percent in 1977, and to)
153.6 percent in 1978.

A Department survey revealed tiat
one customer accountedifor &major
proportion, of the' Connors-Hoffmann -

Division's sales during 1977 and1978:.
This; customer'increased imports of
woments non-athletic footwearfrom.
1976 to.1977 and: durng, theiperiod'
JanuarySeptember 1978,compared. to,
the, same period in 1977. Subsequently,.
this customer reduced purchases from.
Connors-Hoffmann.

Conclusion

After careful review of the-facts
obtained in the investigation-I conclude!
that increases of imports of articleslika
or directly competitive with women's
shoes.and boots produced' atthe
Connors.'offmann Dfvibion, of the'
Brierwoodi Shoe Corporatioir, LittIeton
and Woods.ville, Nev Hwampshire!
contributed importantly to the d'eclrnen,
sales. or productionmand to. the. total or
partfar separation ofworkersnof that
firm..rn accordance with. the.provisions;
of the Act, Emake the.following.
certification 

.

Alt workers. ol the- Connors-Hoffmann:
-Division of the-BrierwoodiShoe:Corporation:
Littleton and Woodsville, New-Hampshire
who became totally or partially. separated
from employnent orror after september.16i.
1978'arem eligible to apply for adlustment
assistance-undbrTifleIIM; ChapterZof the
Trade'Acrof1974, - -

Signedlat'Washington, D.C'.tliis 3rcrday, of
April 1979.
James F. Taylor,

Director, Office of Manqoement Administratio , and Plan'
ning.

ITA-W48N2, 482 1A' -

[FR Doc. 79-11585 Filed-4LI2-79; A45"am,
BILUNG COD4510 2 .

Copper Range Co., Hussey MetalsDiV.,
Leetsdale, Pa.; Negative Determination
Regarding EligibilityTa Applyfor
Worker Adjustment:Assistance

In accordance. with Sectibn 223 of-ie
Trade Act Of 1974 the Departnent of
Labor hereintpresents the resul's of TA-
W-4801: investigatiorregarding.
certification of eligibility fo apply for
worker'adjustment assistance-as
prescribed irr Section 222'of the Act

The'investigatfon was init-atecEon.
February1Z 1979; in response to a

worker petitiomrecei.e& omebruary 8;.
1979,.whiuinwasfiledby the United,
Ste eL Wbrkers; of.Azmerica ah behalf of
workersand former workers-praduciig'
fabricated copper and.coppen products
at the.Leetsdfale, Pennsylvania.plantof
the Hussey Metars.Division of the.
Copper Range.Company..

TheNotice of Investigationwas
published, in, the'Federal Register on'
February 23, 1979 (44 FR 10799). No

,public hearing.was, requested and none-
was held.-

The determinatiofi was based upon
information obtained principall from
official's ofthe Cbpper Range Company,,
the U.S..Department of Commerce,.the
U.S. International.Trade Commission,,
industky analysts and Department files,

In order to make an affirmative
determination and issue a certification
of eligibility to. applpforadjustnent
assistanceeach - of thegroup eligibility
requirements ofSiectfon222 ofthe Act
must be met. Withautregard t. whether
any of the other criteria have been met.
the following.,crierion has not been met:.
thatincreases, of importsof articles;like: or
directly competitive-with articlesproduced.
by the.firm or appropriate subdivision have
contributed importantly, toithe separations; or
threat thereof,,and to'the.absolute decline-in.
sales or production.

Layoffsiwhichr occurred at the
Leetsdale plant injanuary1979 .were
attributable ta-the plants! annual:
inventory procedures. All workers' were
recal].d&bythe close' of 'the inventory
periodtih ateJanuary. Employment,
declineswhich occurredin -uly and'
August I978!were, attribut'abl' to a,
plant-wide strike..Ninother'significant
layoffsoccurredat the-Eeetsd'alepl'anf
during, theperfod-fronr-January Is; 19781
one year prior to the date "of the petition.
to the present..

The Hussey'Metals-Diision oftie
Copper-RangeiCbmpany; Leetsdale,
Pennsyl-ai'aprodices fabricated'
copper and copper alloy products. The-
petition alleges that imports- of copper
adversely affected.sals, production and-
employment attlieLeetsdaileplhnt.

However, fimportedeopper'cannotbe
considered to be-li eor-direclt yr
competitive'witi fab ricatd copper and'
copper alloyproducts;

Concrusion.

After careful review', r determine- that
all workers-of thelEeetsdalre,
Pennsylvaniaplantof tlie'Hussey"
MetalsDivision of-the CpperRhnge
Company'are dbnfecfeligibility to-applyr
for adjustment assistance-under-Title II;
Chapter 2-of thaTrade-Act of 1974i.

Signed at Washington,,D;C, this,0thidaylof
April 1979.
Harry J. GMan.
Supervisory lhternaatlanai Eoznomist; Office FOrei&t' S1o,
nomic Research,
[T, -:-4801]

[FR Dom. 79-11586 Filed 4Z-Z-7 84A5 am]
BILUING CODE 4s1o-2s;MW

D. B. Rosenblatt, Inc., Minneapolis,
Minn., Fergus Falls; Mlnn,-'Certiflcation
Regarding Eirgibflity;To.Apply for
Worker-Adjustment Assistance

In accordance. with, Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the.results, of TA-
W-4797-4798ftinvestigation regarding;
certification of eligibility to, apply for
worker adjuatmenL assistance as
prescribed:in.Section 222.of theAct.

The-investigation was, initiatedon
February, 9.,1979 in-response to a worker
petition received on February 1, 1979,
which was-filed-by the, Amalgemated,
Clothing and!Textile Workers! Union on
behalf of workers and former workers
manufacturing men's suits, and
sportcoats at the Minneapolis,
Minnesata-.and.Fergus.Falls, Minnesotr
plants offl. B3.Rosenblatts,.Tie"
investigation.revealed. that the-name of
the firmis,.D B. Rosenblatt,,
Incorporated.

TheNotice of Investigationiwas
published in the FederaliRegisteron,
February 231 1979;(44-FRIO8001 No,
public hearing,was, requested and none"
was held.

The determinationwaa based upon
information obtained principallyfrom.
officials of D.Bi Rosenblatt,
Incorporated,, it" customers, theUS.
Department of Commerce, the U.S..
International Trade- Commission-, the
National Cotton-Council of America,
industry analysts, and Department files.

In order toimake-an affirmative
determinationi and issue a certification
of eligibility to apply for adjustment
assistance each of the-group eligibility
requirements of Section.222 of the Act
mustbe-met. The Department's;
investigation revealed that all. of the.
requirementsihave been met'

The men's suits. manufactured'at D. B,
Rosenblatt are inclhded in the Import
and production category Men's and
Boys' Tailored Suits. U.S. imports In this
category increasedboth absolutely and
relative to domestic production, in,1977'
compared to;1978; Imports declined'

'absolutelyirr 1978 compared to 1977.
Dl B. Rosenblattincreased purchases

of importednmens suitsin'I977'
compared to 1978; and in-1978 compared'
to 1977.
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The-men's sportscoats
manufacturered at D. B. Rosenblatt are
included in the import and production
category Men's and Boy's Tailored
Dress- Coats and Sportscoats. U.S.
imports in this category increased
absolutely in 1978 compared to 1977.

The Department conducted a survey
of customers purchasing men's suits and
sportscoats from D. B. Rosenblatt. The
survey revealed that customers,
repiesenting a significant portion of D.
B. Rosenblatt's sales, decreased'
purchases from the subject firm and
increased purchases of imported suits
and sportscoats in 1978 compared to
1977.

Conclusion

After careful review of the facts
obtained in the investigation, I conclude
that increased imports of articles like or
directly competitive with the men's suits
and sportscoats produced at the
Minneapolis, Minnesota and Fergus
Falls, Minnesota plants of D. B.
Rosenblatt, Inc., contributed importantly
to the decline in sales and to the
separation of workers at that plant. In
accordance with the provisions of the
Act, I make the following certification:
All workers of the Minneapolis, Minnesota
and Fergus Falls, Minnesota plants of D.B.
Rosenblatt. Inc., who became totally or
partially separated from employment on or
after January 22,1978 are eligible to apply for
adjustment assistance under Title IL Chapter
2 of the Trade Act of 1974.

Signed at Washington, D.C. this 10th day of
April 1979.
James F. Taylor.
Director, Office of ManaSement Administreion and Plan-

rrA-W--4798]
F Doc. 79-1w Fied 4-12-79. &45 am]
BILLING CODE 4510-28-

Electronic Research Operations,
Speidel Div. of Textron, Inc., Overland
Park, Kans.; Certification Regarding
Eligibility To Apply for Worker
Adjustment Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-4855: investigation regarding
certification of eligibility to apply for
worker adjustment assistance as
prescribed in Section 222 of the Act.

The investigation was initiated on
February 26, 1979 in response to a
worker petition received on February 22,
1979 which was filed on behalf of
workers and former workers producing
electronic liquid crystal display watch
modules at Textron, Incorporated,
Speidel Division. Overland Park, -

Kansas. The investigation revealed that
the Overland Park facility is known as
the Electronic Research Operations,
Speidel Division of Textron,
Incorporated.

The Notice of Investigation was
published in the Federal Register on
March 9,1979 (44 FR 13093-13094]. No
public hearing was requested and none
was held.

The determination was based upon
information obtained principally from .
officials of Electronic Research
Operations, Speidel Division of Textron,
Inc., the U.S. Department of Commerce,
the U.S. International Trade
Commission, industry analysts and
Department files.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act
must be met. It is concluded that all of
the requirements have been met.

Imports of liquid crystal displays
increased both absolutely and relative
to domestic production and consumption
from 1976 to 1977 and from 1977 to 1978.

Electronic Research Operations
manufactures liquid crystal display
watch modules for use in digital
watches manufactured by Speidel.
Division of Textron, Inc. During 1978, the
decision was made by Speidel to
discontinue production of the liquid
crystal display watch modules by
Electronic Research Operations and
purchase the modules from outside
sources. That decision resulted in
Speiders agreement to purchase the
watch modules from two companies
who will be supplying the modules from
Korea and Malaysia. All modules for
Speidel digital watches are now being
supplied by foreign sources.

Conclusion

After careful review of the facts
obtained in the investigation, I conclude
that increases of imports of articles like.
or directly competitive with liquid
crystal display watch modules produced
at Electronic Research Operations,
Speidel Division of Textron. Inc.,
Overland Park, Kansas contributed
importantly to the decline in sales or
production and to the total or partial
separation of workers of that firm. In
accordance with the provisions of the
Act, I make the following certification
"All workers of Electronic Research
Operations. Speldel Division of Textron.
Incorporated. Overland Park Kansas who
became totally or partially separated from
employment on of after February 14.,1978 are
eligible to apply for adjustment assistance

under Title 11. Chapter 2 of the Trade Act of
1974.

Signed at Washington, D.C this 9th day of
April 1979.
JamesF.TayIm
Dirdc2 0f Jxc of 1J~a~een4 Admifsftro=2 ard P,'=-

[rA-w'.-855
[FR Dom 79-1183 Med 4--12-9 &43 am]
BILLING CODE 4510-21-61

G. C. Fashions, Glen Cove, N.Y4
Certification Regarding Eligibility To
Apply for Worker Adjustment
Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
IV-4736: investigation regarding
certification of eligibility to apply for -
worker adjustment assistance as
prescribed in Section 222 of the Act.

The investigation was initiated on
January 24,1979 in response to a worker
petition received on January 19,1979
which was filed by the Amalgamated
Clothing and Textile Workers' of
America on behalf of workers and
former workers producing ladies' coats
and jackets at the Glencow, New York
facility of G. C. Fashions. The
investigation revealed that the plant is
located in Glen Cove, New York and
that the petition was filed by the
International Ladies' Garment Workers'
Union.

The Notice of Investigation has
published in the Federal Register on
January 30,1979 (44 FR 5952]. No public
hearing was requested and none was
held.

The determination was based upon
information obtained principally from
officials of Suz-ette Fashions which is
the parent company of G. C. Fashions,
the U.S. Department of Commercethe
U.S. International Trade Commission,
industry analysts, and Department files.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act
must be met. The Department's
investigation revealed that all of the
requirements have been met.

Imports of women's misses' and
children's coats and jackets increased
both absolutely and relative to domestic
production in 1977 compared to 1976 and
absolutely in 1978 compared to 1977.

G. C. Fashions is owned by, and
operated exclusively for, Suz-ette
Fashions in Jersey City, New Jersey.
Suz-ette Fashions increased purchases
of mported ladies' coats and jackats in
1978 compared to 1977.

I
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Conclusion,
After careful review of the facts

obtained in: the investigation;.I.conclude
that increased imports of articles-like or-
directly competitive with. the ladies!
coats- andjackets, produced at the-.Glen
Cove, New-York plant of G. C. Fashions
contributed importantly to the decline-ir
sales and to the separation.of'workers.
at that plant. In accordance with, the
provisions-of the-Act, I-make-the-
following certification.
Allworkers of the GlenCCoveNewYork
facility of G.C.Eashions wha became totally
or partially separated' from emp]oymenton o
after January 2,1978 are eligible te appry'for
adjustmenttassistancLundeTtli-Ii. Chapter
of the Trade.Act of197..

Signed' at W'ashfngbn,,D'.C: this 10th d'y o
April1 979,
James F. Taylor.
Director, Office of Managemen4 Adininitration,, and'Plan
fling.

rTA-W-47301
[FRDbc. 79-n5B9 Filbd'4-1-9 84hami]

BILLING CODE4510W-28W

Gardisette Inc.. Nepfune, N.J.
Negative Determination Regarding:
Eligibility. To Apply for Worker
AdjustmentAssistance.

In, accordance with S'ectior223gof the
Trade Act of 1974 fie Department of
Labor'herein presents the resulfs. of TA-
W-4864. investigatiorr regarding"
certification of eligibility to apply for
worker adjustment assistance as
prescribecin S'ectibn 22'of the'Act.

The investigation was initiated on
February 28; 1979 in response to a'
worker petition received on February, 261979 which wns' fi'ed' on b ehalf'of
workers and formerworkersproducing
custorrr-made draperies, at' Gardisette,
Incorporated, Andbrson; South.Carolina
The-investigatfon revealed that the
peti~tnihg'workers- were employe&at;
aardisette's plant in Neptune, New
Jersey.

The Notice. of Investigation was
published: fir the FederalRegister on
March 9, 19791 t.41 FR13095J. No public
hearing was-recluest'ed andnone was
held. ,

The determination was based upon
information obtained'pr-cipally from
officials- of Gardisette; Ihcorporated,the
U.S. Uepartment ofCbmmerce,, the. U..
Internatfonal.Traf ' Commifssfon,,
industry-analysts- and- Departmentfiles.

In order to make an affirmative
determinatior and' fssu6 a certificaffon
of eligibility, tar apply for adjustment
assistance each of the group eligibility
requirements. of'Sectfon 222'of. the Act
must be'met. Withoutregard' to whether

any, ofithe other criteria havebeen met. W-4848 and 4849:.investlgatlon
thefbIlwigcriterion has-notbeenmetL regarding certification of eligibility, to
that increases of-iinports:ofarticleslikeor apply for worker adjlistment assistance
directly competitivewiltarticlesproduced, as prescribediih Section 222'ortlie Act
by the firm or appropriate subdivision.have The investigation.was initiated on.
contributed importantly to the separations,.or February 20,1979.inresponse to-a.
threat tliereof, andSto the absolutL'declihe in worker petitionreceived.on February, 12,
sales orproductiorr. 1979,which was.filedby, the,

Gardisette,,Incorporated moved outrof " Amalgamated.Cloting.anc'extffe
a leased plant in Neptune, New Jersey. in Workers' Union, on behalf ofworkers
order ta transfer productionof draperies and formei workers produciiigunLiorms.
to apermanenfaacih' , ihAndrson, - at the Paulsboro,,New. Jersey plants. oI,.
South Carolina. Dee Sportswear,,ncorporated' The.

Gardisette,,Incorporated:relocated investigation reveared that. the plants,
r from.Neptune,.Nexjerseyto:Anderson,' primarily produceuniformcoats.

South Carolina attthe.end.of August The Notice-of Investigation was,
1978. S~ve'ralyearsearll&.the Swiss. published in the Federal Register on
parent company decided to!enter the March 9,1979 (44 FR 13093-94). No
U'S. market andcommenced operations public hearing was requested' andnone'
at a leased'prant in New ersey. Once. was held.
the decision was made to market. Thei informatiormuponwhichl the!
Gardibsette draperiei the United determinatiorrwasmade was obtained

- States onra-v6e scare,.the company principally fronrofficiahnoilJ:Der
moved'fnto.permanent, company-owned Sportswear,. Incorporated, its.customers;
facilities.in South C'arofina. The. the Defense.Personnel Support Center,,
petitioning workers finN'ew. Jersey were the U.S. D'epartment of Commerce; the
laid off as-aresuldt of Gardibett's- USInternational Trade Commission,
reliacating. Gardibette, Incorporated' industry- analysta, andLDpartment filir.,
salbs- of'di-aperies: increasedfronrl976 to f2 order-to make an' affirmative
1977 and fronr 1977'ta'1978: Since-the determfnatibr andlissue'a certification
move tbr-South;Carolih Gardisetteis ofeigibilityto appl 'foradjiistment
sales ofcustom-made draperibs have' assistance each, ofithegroup eligibility
increasecuin"vaueFni' every'monti  requirements of Section,222' of theAct
compared' ta the-correspondlhg'month, of must be met' Without regard'towhether,
the previbuslyear'wher the company any'ofthe'othercriteria-have-been mat,
was situated)ihNewJ'ersey. Sales the followingcriterion has not beer mot:
equaonypro oducteonat- Gardsette since- that increases of imports of artilees-Ilke or
the company- prodhnes-for'orders- directly competitive with articles.produced
received. Employment of productfon and by the firm or subdivision have contributed
salarfiedworkersthas-alsoicreasec importantly to the total or partial separation,
since the companyrelocated .  or threat thereof, and to the absoluta docllne,

Gardisette' dbes'not import any' in sales or'productiom
draperies, The uniform coats produced.by J. Dee-
Conclusion Sportswear, Inc,. areincluded- in: the

After'cnrefu'revfew, determine- that' import category Men's Uniforv Suits.all workers of'ardisete; Incorporated; There have been no imports of articlesNeptune, New Jersey are denied" in this category by the Armed Forces of
eligibility to apply for adjustment the United:St'atee. The Defense
assistance'nderTife Ill Chapter zofr  Appropriation Acte- (32 CFR 6-300),
the-Tkade Act, of1974, annuallyrrestricV the procurement oVd clothing items.to' US. soifrces, where

Signed'oat'Wasiington, D.C. tis 10th day of available.
April 1979' The Item History Records, supplied, by
. chaelAlio,. . the DefensePersonnel Support Center

Director. Office ofForeign Fonomic Research. reveale&that domestic contractors hava
[TA-W-48641, been awarded all- of the contracts for the'
[FR Dos. 79--159aFdeeL4-12-7r8:45am], clothingitems similar to the-items,
BIWNG coDE.45O-2a-. produced by J-. Dee-Sportswear;,

Incorporated.
J. De'a Sportswear; Inc:-.Paulbboro. Conclbsion
N.J;- NegatlVe Dletermihation
Regarding: EligibilityrToApplyfor
WorkerAdjUstmentAssibtance

In accordance with,Section z2a ofthe.
Trade.Actof1974i-the iepartmentof
Labor hereihpresents, the-resufts o7ETA-

After careful review,L determine that
all workers of 1i.Dee Sportswear,,Ihc.,
Paulsboroi New jersey are denied:
eligibility toapplyffor adjustment
assistance under Title II; Chapter'2oft
the Trade-Act of 1974.
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Signed at Washington. D.C. this lath day of
April 1979.
JamesF.Taylor,
Direc or. Office of M wuement Adminisatoiox and Plan-
ning.

[TA-W--48. 4849]
[FR Doc. 79-91 F'Ied 4-12--7. 8:45 am]
BILUNG CODE 4510-28-

J. Z. Coat Co., Jersey City, N.J.;
Negative Determination Regarding
Eligibility To Apply for Worker
AdjustmentAssistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-4758: investigation regarding
certification of eligibility to apply for
worker adjustment assistance as
prescribed in Section 222 of the Act.

The investigation was initiated on
January 29,1979, in response to a workei
petition received on January 22, 1979,
which was filed on behalf of workers
and former workers producing ladies'
coats and jackets at J.Z. Coat Company,
Jersey City, New Jersey.

The Notice of Investigation was
published in the Federal Register on
February 6,1979 (44 FR 7249). No public
hearing was requested arid none was
held.

The determination was based upon
information obtained principally from
officials of J.Z. Coat Company, its
manufacturers, the U.S. Department of
Commerce, the U.S. International Trade
Commission, the National Cotton
Council of America, industry analysts
and Department files.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act
must be met. Without regard to whether
any of the criteria have been met, the
following criterion-has not been met:
that increases of imports of articles like or
directly competitive with those produced by
the firm or appropriate subdivision have
contributed importantly to the separations, or
threat thereof, and to the absolute decline in
sales or production.

Evidence developed in the
Department's investigation revealed that
the decline in production and
employment at J.Z. Coat Company in
December 1978 and in the first quarter of
1979 can be attributed to the seasonal
patterns characteristic to the women's
coat industry.

Conclusion

After careful review, I determine that
all workers of J.Z. Coat Company, Jersey
City, New Jersey are ,denied eligibility to

apply for adjustment assistance under
Title H, Chapter 2 of the Trade Act of
1974.

Signed at Washington, D.C. this 10th day of
April 1979.
J-e F. Taylor.
Dlrectar. Office ofM &c. AdIrstdo d KaziFm--

[rA-w-4758]
[FR Doc. 79-11S Fled 4-12-78: 45 am]
BILLING CODE 4510-2841

Imperial Reading Corp., Lafayette,
Tenn.; Certification Regarding
Eligibility To Apply for Worker
Adjustment Assistance '

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-4917: investigation regarding
certification of eligibility to apply for
worker adjustment assistance as
prescribed in Section 222 of the Act.

The investigation was initiated on
March 12,1979 in response to a worker
petition received on March 6.1979
which was filed on bbhalf of workers
and former workers producing men's
shirts at the Lafayette, Tennessee plant
of Imperial Reading Corporation. The
investigation revealed that the plant
primarily produced men's and boys'
drqss and sport shirts.

The Notice of Investigation was
published in the Federal Register on
March 23,1979 (44 FR 17835). No public
hearing was requested and none washeld.

The determination was based upon
information obtained principally from
officials of Imperial Reading
Corporation, its customers, the U.S.
Department of Commerce, the U.S.
International Trade Commission,
industry analysts and Department files.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act
must be met. It is concluded that all of
the requirements have been met.

U.S. imports of men's and boys' knit
sport and dress shirts increased from
75.2 million units in 1977 to 107.5 million
units in 1978.

U.S. imports of men's and boys'
woven dress, business and sport shirts
increased from 139,720 thousand units in
1977 to 169,464 .housand units in 1978.

A Department survey revealed that
several major customers reduced
purchases from Imperial Reading
Corporation in 1978 compared to 1977
while increasing imports of men's and
boys' dress and sport shirts. Together
these customers accounted for a

substantial share of the total decline in
the Imperial Reading Corporation's sales
from 1977 to 1978. It was further
established that Imperial Reading
Corporation began to import boys' sport
shirts in December 1978 because it could
not manufacture a competitively-priced
shirt at its Lafayette, Tennessee plant.

Conclusion
After careful review of the facts

obtained in the investigation, I conclude
that increases of imports of articles like
or directly competitive with men's and
boys' dress and sport shirts produced at
the Lafayette, Tennessee plant of
Imperial Reading Corporation
contributed importantly to the decline in
sales or production and to the total or
partial separation of workers of that
firm. In accordance with the provisions
of the Act, I make the following
certification:
All workers of the Lafayette, Tennessee plant
of Imperial Reading Corporation who became
totally or partially separated from
employment on or after February 21. 1978 are
eligibile to apply for adjustment assistance
under Title If. Chapter 2 of the Trade Act of
1974.

Signed at Washington. D.C. this loth day of
April 1979.

Daedmo Oj77;e of Farep E=oz = Roscxf.A

[FA-W.49121
[FR Dc-- 79-lISS Meid 4--12-M88:45 a=]
BILLING CODE 4510-2841

Jupiter Fashions, Inc., Middle Village,
N.Y4 Certification Regarding Eligibility
To Apply for Worker Adjustment
Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
IV-4791: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as
prescribed in Section 222 of the Act.

The investigation was initiated on
February 9,1979 in response to a worker
petition received on February 21979
which was filed on behalf of workers
and former workers producing men's.
women's and children's sweaters at
Jupiter Fashions, Incorporated in Middle
Village, New York.

The Notice of Investigation was
published in the Federal Register on
February 23,1979 (44 FR 10800). No
public bearing was requested and none
was held.

The determination was based upon
information obtained principally from
officials of Jupiter Fashions,
Incorporated, Its manufacturers, the US.
Department of Commerce, the U.S.
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International Trade Commission,
industry analysts and Department files.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance, each of the group eligibility
requirements of Sectidn 222 of the Act
must be met. It is concluded that all of
the requirements have-been met.

U.S. imports of men's and boys'
sweaters increased absolutely and
relative to domestic production from
1975 to 1976. U.S. imports increased
absolutely from 1976 to 1977 and from
1977 to 1978.

U.S. imports of women's,-misses' and
children's sweaters increased both
absolutely and relative to domestic
production from 1975 to 1976. Imports of
sweaters in 1977 were greater than
average level of nimports for the years
1973 through 1976. The ratio of imports
of sweaters to domestic production
exceeded 140 percent in 1976 and in
1977. The IP ratio in 1977 was higher
than the averageIP ratio for the period
1973 through 1976. This ratio is not yet
available for 1978.

A Departmental survey was
conducted of manufacturers for whom
Jupiter Fashions, Incorporated
performed contractual work. Several
manufacturers stated that sales of
men's, women's and children's sweaters
had declined from 1977 to 1978. A
secondary survey of retail customers of
these manufacturers revealed that
several retailers decreased purchases
from domestic manufacturers and
increased imports of men's, women's
and children's sweaters in 1977 as
compared to 1976 and in 1978 as
compared to 1977.

Conclusion
After careful review of the facts

obtained in the investigation, I conclude
that increases of imports of articles like
or directly competitive with men's,
women's and children's sweaters
produced at Jupiter Fashions,.
Incorporated, Middle Village, New York
contributed importantly to the decline in
sales or production and to the fotal or
partial separation of workers of that
firm. In accordance with the provisions
of the Act, I make the following
certification:
All workers of Jupiter Fashions, Incorporated,
Middle Village, New York who became
totally or paitialy separated from
employment on or after January 30,1978 are
eligible to apply for adijustment assistance
under Title II, Chapter 2 of the Trade Act of
1974.

Signed at Washington, D.C. this 1oth day of
April 1979.
James F. Taylor,

Director, Office of Management. Admirdstration, and Plan-
ning.
ITA-w-751"

[FR Doc. 79-11594 Filed 4-12-79; 8:45 am]

BILLING CODE 4510-28-M

LIsk Savory Corp., Buffalo, N.Y.;
Termination of Investigation

Pursuant to Section 221 of the Trade
Act of 1974, an investigation was
initiated on May 25, 1978, in response to
a worker petition received on May 19,
1978, which was filed orMay 16, 1978,
on behalf of workers engaged in
accounting for both the Lisk Savory
Corporation, Buffalo, New York, and the
U.S. Stamping Division in Moundsville,
West Virginia.

Notice of Investigation was published
in the Federal Register on June 9, 1978,
(43 FR 25197-98), No public hearing was

-requested and none was held.
The workers on whose behalf the

petition was filed are identical to the
group of workers included in the worker
petition investigation TA-W-2440.
Therefore, continuation of this
investigation-TA-W-3778 would serve
no purpose. Consequently, the
investigation has been terminated.

Signed at Washington, D.C.. this 6th day of.
April 1979.
Marvin M. Fooks,
Director, Office of Trade Adjustment Assistance.

ITA-W-3778]
LFR Doc. 79-11595 Filed 4-12-79; 8:45 am]

BILLING CODE 4510-28-M

Minatola Industries of Arkansas, d.b.a.
Lepanto Garment Co., Lepanto, Ark.;
Certification Regarding Eligibility To
Apply for Worker Adjustment
Assistance

In accordance with section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-4832: investigation regarding
certification of eligibility to apply for
worker adjustment assistance as
prescribed in Section 222 of the Act.

The investigation was initiated on
February 22, 1979 in response to a
worker petition received on February 12,
1979 which was filed by the
International Lhdies' Garment Workers'
Union on behalf of workers and former
workers producing ladies' dresses and
sportswear at Minatola-Industries of
Arkansas, d.b.a. Lepanto Garment
Company, Lepanto, Arkansas. The
investigation revealed that the plant
primarily produces ladies' suits, ladies'
dresses and U.S. military uniforms.

The Notice of Investigation was
published in the Federal Register on
March 2, 1979 (44 FR 11865). No public
hearing was requested and none was
held.

The determination Was based upon
information obtained principally from
officials of Lepanto Garment Company
and Minatola Industries, Incorporated,
its manufacturers, the manufacturers'
customers, the National Cotton Council
of America, the U.S. Department of
Commerce, the U.S. International Trade
Commission, industry analysts and
Department files.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act
must be met. It is concluded that all of
the requirements have been met.

U.S. imports of women's, misses', and
children's suits (including pant suits and
jumpsuits) increased from 1977 to 1078.

U.S. imports of Women's, misses', and
children's dresses increased from 1677
to 1978.

A Department of Labor investigation
revealed that Lepanto Garment
Company's primary manufacturer
reduced contracts with Lepanto in the
fiscal year ending May 31, 1978 when
compared to the previous fiscal year and
in the June 1, 1978 through March 10,
1979 period when compared to the same
period of the preyious year. This'
manufacturer experienced declining
sales from 1976 to 1977 and from 1977 to
1978. A Departmental survey of

customers of this manufacturer revealed
that several customers in'creased their
combined purchases of imported ladies'
suits and dresses and decreased
purchases from the manufacturer from
1976 to 1977 and from 1977 to 1978.

Conclusion

After careful review of the facts
*obtained in the investigation, I conclude
that increases of imports of articles like
or directly competitive with ladies' suits
produced at Minatola Industries of
Arkansas, d.b.a. Lepanto Garment
Company, Lepanto Arkansas
contributed importantly to the decline in
sales or production and to the total or
partial separation of workers of that
firm. In accordance with the provisions
of the Act, I make the following
certification:
All workers of Minatola Industries of
Arkansas, d.b.a. Lepanto Garment Company,
Lepanto, Arkansas engaged In employment
related to the production of ladies' suits who
became totally or partially separated from
employment on or after February 0, 1978 are
eligible to apply for adjustment assistance

I | I Ill|
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under Title IL Chapter 2 of the Trade Act of
1974.

Signed at Washington, D.C. this 5th day of
April 1979.
HarnyJ. cum .
Supery Indemafio-mg Ezmist. Offle of Formgn
EonmicResemr&

fA-W--48321
IFR Doc. 9-11596 Fied 4-12-79: 8:45 am]

"BILUNG CODE 4510-28-U

The New River Co., Skelton Mine, Siltix
Mine, Lockgeliy Tipple, Garden Ground
Tipple, Machine Shop, Fayette County,
W. Va.; Negative Determination
Regarding Eligibility To Apply for
Worker AdjustmentAssistance -

In accordance -with Section 223 of the
Trade Act of 1974"the Department-of
Labor herein presents the results of TA-
W-4888-4892: investigation regarding
certification of eligibility to apply for
worker adjustment assistance as
prescribed in Section 222 of the Act

The investigation was intitiated on
- March 5.1979 in response to a worker
petition received on February 23, 1979
which was filed by the United Mine
Workers of America on behalf of
workers and former workers producing
metallurgical coal at facilities of the
New River Company including the
Skelton Mine, Raleigh County, West
Virginia (TA-W-4888); Siltex Mine,
Fayette County, West Virginia (TA-W-
4889); Lockgelly Tipple, Lockgelly, West
Virginia (TA-W-4890); Garden Ground
Tipple, Fayette County, West Virginia
(TA-W-4891): and the Machine Shop,.
Fayette County, West Virginia (TA-W-
4892). The investigation revealed that all
facilities are located in Fayette County,
West Virginia and that the Garden
Ground Tipple produces steam coal.

The Notice of Investigation was -
published in the Federal Register on
March 16, 1979 {44,FR 16056). No public
hearing was requested and none was
held. -

The determination-was based upon
information obtained principally from
officials of the New River Company, its
customers, the U.S. Department of the
Interior, the U.S. Department of
Commerce, the U.S. International Trade
Commission, industry analysts and
Department files.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act
must be met Without regard to whether
any of the other criteria have been met,
the following criterion has not been met:
that increases of imports of articles like or
directly competitive witharticles produced

by the firm or appropriate subdivision have
contributed importantly to the separations, or
threat thereof. and to the absolute decline in
sales or production.

Skelton Mme (TA-W-4888), SMix Mine
(TA-W-4889), Lockgelly Tipple (rA-W-
4890)

The Skelton and Siltix mines produce
metallurgical coal which is cleaned at
the Lockgelly Tipple. A survey of the
sales agents purchasing New River
Company's metallurgical coal revealed
that nearly 100 percent of this coal is
subsequently exported. Decreases in
sales and production resulted from a
loss of foreign sales.

Garden Ground Tipple (TA-W.-4891)

The investigation revealed that the
Garden Ground Tipple produces steam
coal and that U.S. Imports of steam coal
are negligible. The ratio of imports of
steam coal to domestic production has
been less than one-half of one percent
since 1972. No layoffs have occurred at
the Garden Ground Tipple since the
UAW strike at the end of March, 1978.

Machine Shop (TA-w-4892)

The Machine Shop repairs and
maintains equipment used in the
production of coal at all facilities of the
New River Company. The Machine Shop
is an integral part of the production of
coal at these other facilities. U.S.
imports of steam coal like that produced
at the Garden Ground Tipple are
negligible; and a survey of the sales
agents handling the metallurgical coal
produced at the New River Company's
Skelton and Siltix mines revealed that
nearly all this coal is exported.
Decreases in employment at the
Machine Shop resulted from a loss of
foreign sales of metallurgical coal.

Conclusion

After careful review, I determine that
all workers of facilities of the New River
Company, Fayette County, West
Virginia including the Skelton Mine
(TA-W-4888), Siltix Mine (TA-WV-4889],
Lockgelly Tipple (TA-W-4890, Garden
Ground Tipple (TA-W-4891), and the
Machine Shop (TA-W-4892) are denied
eligibility to apply for adjustment
assistance under Title , Chapter 2 of
the Trade Act of 1974.

Signed at Washington. D.C. this 5th day of
April 1979.
lamesF.Ta lo.
Dio. Office ol , ccnI. AOfrorer,. ad F.

ITA-W-4=-4]2z
1FR D. =7-11597 Filed 4-1-.,M &* arim]
SILUNG CODE 4510-28-M

Northway Sportswear, Inc., Hudson
Falls, N.Y4 Negative Determination
Regarding Eligibility To Apply for
Worker Adjustment Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-4792: investigation regarding
certification of eligibility to apply for
worker adjustment assistance as
prescribed in Section 222 of the Act.

The investigation was initiated on
February 9.1979 in response to a worker
petition received on January 30,1979
which was filed by the International
Ladies' Garment Workers' Union on
behalf of workers and former workers
producing ladies' sportswear at
Northway Sportswear, Incorporated,
Hudson Falls, New York. The
investigation revealed that the plant
produced maternity tops and slacks,
ladles' blouses and dresses.

The Notice of Investigation was
published in the Federal Register on
February 23,1979 (44 FR 10600). No
public hearing was requested and none
was held.

The determination was based upon
information obtained principally from
officials of Northway Sportswear,
Incorporated, its manufacturers, the U.S.
Department of Commerce, the US.
International Trade Commission,
industry analysts and Department files.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the'group eligibility
requirements of Section 222 of the Act
must be met. Without regard to whether
any of the other criteria have been met,
the following criterion has not been met:

That increases of imports of articles like or
difectly competitive with articles produced
by the firm or appropriate subdivision have
contributed importantly to the separations, or
threat thereof, and to the absoluie decline in
sales or production.

The Department of Labor conducted a
survey with the manufacturer fron
whom Northway Sportswear,
Incorporated received contracts during
the major part of its time in operation:
The survey revealed that the
manufacturer did not employ any
foreign contractors nor import any
maternity clothing during 1977 or 1978.
The manufacturer's sales of maternity
clothing increased during this time
period.

Conclusion

After careful review, I determine that
all workers of Northway Sportswear,
Incorporated. Hudson Falls, New York
are denied eligibility to apply for
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adjustment assistance under Title HI,Chapter 2 of the Trade Act of 1974.

Signed at Washington, D.C. this 3rd day of
April 1979.
James F. Taylor,
Director. Office of Management Administration and Plan-
ning.
rTA-W-47921
[FR Doe. 79-11598 Filed 4-12-79; 8:45 am]
BILLNG CODE 4510-28-M

Paradigm Apparel, New York, N.Y.;
Certification Regarding Eligibility To
Apply for Worker Adjustment
Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-4793: investigation regarding
certification of eligibility to apply for
worker adjustment assistanice as
prescribed in Section 222 of the Act.

The investigation was initiated on
February 9, 1979 in response to a worker
petition received on January 19, 1979
which was filed on behalf of workers
and former workers producing men's
dress and sport shirts at Paradigm
Apparel, New York, New York.

The Notice of Investigation was'
published in the Federal Register on
February 23, 1979 (44 FR 10800). No
public hearing was requested and none
was held.

The determination was based upon
information obtained principally from
officials of Paradigm Apparel, its
customers, the National Cotton Council
of America, the U.S. Department of
Commerce, the U.S. International Trade
Commission, industry analysts and
Department files..

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act
must be met. It is concluded that all of
the requirements have been met.

Imports of.men's and boys' woven'
dress and sport shirts increased in 1978
compared to 1977.

Several customers of Paradigm -
Apparel who were surveyed
significantly increased purchases of
imported shirts in 1b78 compared to
1977.

Conclusion
After careful review of the facts

obtained in the investigation, I conclude
that increases of imports of articles like
or directly competitive with men's dress
and sport shirts produced at Paradigm'
Apparel, New York, New York
contributed importantly to the decline in
sales or production and to the total 'or

partial separation of workers of that
firm. In accordance with the provisions
of the Act, I make the following
certification:

"All workers of Paradigm Apparel,
New York, New York who became
totally or partially separated from
employment on or after January 12,1978
are eligible to apply for adjustment
assistance under Title II, Chapter 2 of
the Trade Act of 1974."

Signed at Washington, D.C. this 9th day of
April 1979".

C. Michael bao,
Director, Office of Foreign Economic2esearc,.

[TA-W-4793] 
[FR Do. 79-11599 Filed 4-12-79; &45 am]
BILLING CODE 4510-28-M

Pittsburgh and Conneaut Dock Co.
Conneaut, Ohio; Negative
Determination Regarding Eligibility to
Apply for Worker Adjustment
Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-4484: investigation regarding
certification of eligibility to apply for
worker adjustment assistance as
prescribed in Section 222 of the Act.

The investigation was initiated on
December 6,1978 in response to a
worker petiton received on November
29, 1978 which was filed by the United
Steelworkers of America on behalf of
workers and former workers engaged in
the transportation of coal, iron ore and
limestone at the Conneaut, Ohio facility
of the Pittsburgh and Conneaut Dock
Company. The Investigation revealed
that the Pittsburgh and Conneaut Dock
Company is a subsidiary of the U.S.
Steel Corporation.

The Notice of Investigation was
published in the Federal Register on
December 19, 1978 (43 FR 59165). No
public hearing was requested and none
was held.

The determiniation was based upon
information obtained principally from
officials of the Pittsburgh and Conneaut
Dock Company, the U.S. Steel
Corporation-and Department files.

In order to nake an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act
must be met.

The Pittsburgh and Conneaut-Dock
Company, hereafter referred to as PCD,
is a subsidiary of the U.S. Steel
Corporation, hereafter referred to as
USC. PCD is a bulk handling facility
engaged in providing the service of

transhipping and storing of coal, Iron ore
and limestone. Since PCD workers do
not produce an article within the
meaning of Section 222(3) of the Trade
Act, they may be certified only if their
separation was importantly caused by a
reduced demand for their services from
either the parent firm or from a firm
related to PCD by ownership or control,
In either case, the reduction In demand'
for services must originate at a
production facility whose workers
independently meet the statutory
criteria for certification, and that
reduction must directly relate to the
product adversely impacted by Imports,

An insignificant percentage of the coal
handled by PCD comes from mines
owned by USC, and none of the coal Is
shipped to USC facilities. There Is no
identity of ownership or control
between PCD and any customer other
than USC. Since the reduced demand for
coal handling services did not come
from eithexPCD's parent firm or a firm
related to PCD through ownership or
control, the coal that is handled cannot
be considered in determining whether
PCD workers may be certified as eligible
to apply for worker adjustment
assistance.

All of the iron ore and limestone
handled by PCD comes from mines
owned by USC, and these materials are
primarily shipped to USC mills to be
used in the production of steel products.
The remaining ore and limestone is
shipped to customers other than USC,
PCD ships iron ore and limestone to six
different USC mills for which it is the
only source of these materials. Workers
in all six of these mills have been the
subject of investigation by the Office of
Trade Adjustment Assistance. See,
Department Files TA-W-1444, 2542,
2553; 2780, 2784, and 2785.
Determinations were reached in each of
the foregoing cases during the months of
May and June in 1978. Only TA-W-1444
resulted in a certification,

Therefore, PCD workers may be
certified only if the decline.in services
provided to the USC mill whose workers
were certified in TA-W-1444 can be
said to have contributed importantly to
their separation from employment, The

-investigation revealed that this decline
was not an important cause of the
separation of PCD workers, and that the
separations were attributable to major
strikes in'the 6oal and Iron ore mines
which supply PCD. Severhl strikes
occurred in the period from August 1977
to June 1978, thereby reducing the
transport operations at PCD.

Finally, it is not relevant to this
determination, as petitioners allege, that
reduced demand for PCD's services by

22220 Federal Register / Vol. 44, No. 73 / Friday, April 13, 1979 / Notices



Federal Register I Vol. 44, No. 73 I Friday, AprIl 13. 1979 1 Notices 22221

the Bessemer and Lake Erie Railroad (a
USC subsidiary whose workers were
certified under TA-W-2646 importantly
caused the separation of PCD workers.
As a service itself, the railroad may not
be the basis for the certification of PCD
workers. As previously noted, the
reduction in demand for services must
originate at a production facility whose
workers independently meet the
statutory criteria.

Conclusion

After careful review, I determine that
-all workers of the Pittsburgh and
Conneaut Dock Company in Conneaut,
Ohio are denied eligibility to apply for
adjustment assistance under Title II,
Chapter 2 of the Trade Act of 1974.

Signed at Washington. D.C. this 6th day of
April 1979. -
Hairy. Giman,
Supervisory Inteotional Economist, Office of Foreign Eco-
nomicResearc. -

[rA-W-44841
[FR Dc. 79-11600 Filed 4-12-79; 8:45 am]
BILLING CODE 4510-2-U

Portland Stove Foundry Portland,
Maine; Certification Regarding
Eligibility To Apply for Worker
Adjustment Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Depbrtment of
Labor herein presents the results of TA:
W-4795: investigation regarding
certification of eligibility to apply for
workdr adjustment assistance as
prescribed in Section 222 of the Act.

The investigation was initiated on
February 9, 1979 in response to a worker
petition received on February 5, 1979
which was filed on behalf of workers
and former workers producing wood
stoves and repair parts for older stoves
at Portland Stove Foundry, Portland,
Maine. The investigation revealed that
the plant primarily produces wood
stoves of cast iron.

The Notice of Investigation was
published in the Federal Register on
February 23, 1979 (44 Fr 10800). No
public hearing was requested and none
was held.

The determination was based upon
information obtained principally from
officials of Portland Stove Foundry, its
customers, the U.S. Department of
Commerce, the U.S. International Trade
Commission, industry analysts and
Department files.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act

must be met. It is concluded that all of
the requirements have been met.

Imports of cast-iron household stoves
increased from 504,000 units in 1977 to
622,000 units in 1978. The ratio of
imports to domestic production
increased from 217 percent in 1977 to
314 percent in 1978.

Customers who purchased cast iron
(wood) stoves from Portland Stove
Foundry were surveyed. The survey
revealed that customers increased their
purchases of imported stoves while
decreasing purchases of stoves from
Portland Stove Foundry from 1977 to
1978.
Conclusion

After careful review of the facts
obtained in the investigation, I conclude
that increases of imports of articles like
or directly competitive with cast-iron
wood stoves produced at Portland Stove
Foundry, Portland, Maine contributed
importantly to the decline in sales or
production and to the total or partial
separation of workers of that firm. In
accordance with the provisions of the
Act, I make the following certificatiom

"All workers of Portland Stove
Foundry, Portland, Maine who became
totally or partially separated from
employment on or after January 31,1978
are eligible to apply for adjustment
assistance under Title II, Chapter 2 of
the Trade Act of 1974."

Signed at Washington, D.C. this 10th day of
April 1979.
James F. Ts)lor.
,Dirrctar. Office of AMocc-ecnt Ad,;tsroz. cJ V.±.

[FA-W-t7]
[FR Dor-79-1151 Filed 4-1Z-5 ;45 =-1]
BILLING CODE 4510-28-1

Q-T Shoe Manufacturing Co., Inc.,
Lebanon, Pa.; Certification Regarding
Eligibility To Apply for Worker
Adjustment Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-4796: investigation regarding
certification of eligibility to apply for
worker adjustment assistance as
prescribed in Section 222 of the Act.

The investigation was initiated on
February 9, 1979 in response to a worker
petition received on January 25,1979
which was filed on behalf of workers
and former workers producing women's
footwear at the Lebanon, Pennsylvania
plant of Q-T Shoe Manufacturing
Company, Inc.

The Notice of Investigation was
published in the Federal Register on
February 9,1979 (44 FR 8381). No public

hearing was requested and none was
held.

The determination was based upon
information obtained principally from
officials of Q-T Shoe Manufacturing
Company, Inc., its customers, the U.S.
Department of Commerce, the U.S.
International Trade Commission,
industry analysts, and Department files.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act
must be met. It is concluded that all of
the requirements have been met.

U.S. imports of women's and misses'
non-rubber footwear, except athletic,
increased relative to domestic
production in 1977 compared to 1976 and
increased absolutely and relatively in
1978 compared to 1977.

A survey of several customers of Q-T
Shoe Manufacturing Company was
conducted. The survey revealed that
customers decreased purchases from Q-
T Shoe and increased purchases of
imported women's footwear.

Conclusion
After careful review of the facts

obtained in the investigation. I conclude
that increased imports of articles like or
directly competitive with women's
footwear produced at the Lebanon.
Pennsylvania plant of Q-T Shoe
Manufacturing Company, Inc.
contributed importantly to the decline in
sales and to the separation of workers
at that plant. In accordance with the
provisions of the Act, I make the
following certification:

"All workers of the Lebanon,
Pennsylvania plant of Q-T Shoe
Manufacturing Company, Inc. who
became totally or partially separated
from employment on or after May 1,
1978 are eligible to apply for adjustment -
assistance under Title 11 Chapter 2 of
the Trade Act of 1974."

Signed at Washington. D.C. this 3rd day of
April 1979.
Jaes F.Tsylor.
DVecto.n OffTce of M .ex-en1 Ada zirti= =cd Placc-

[FR D=c 79-11wlF01ed 4-iz-75; As ar1
BILLINO CODE 4510-29-M

Robinson Phillips Coal Co., Simron
Fuel Co., Contract Coals Inc., Red
Rose Coal Co4 Negative Determination
Re~arding Eligibility To Apply for
Worker Adjustment Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
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W-4937-4940, 494Z-4947: investigation
regarding certification of eligibility to
apply for worker adjustment assistance
as prescribed in Section 222 of the Act.

The investigation was initiated on
March 13, 1979 in.response to a worker
petition received on February 23,1t979
which was filed by the United Mine
Workers of America on behalf of
workers and former workers producing
metallurgical coal at the Robinson
Phillips Coal Company facilities listed
below.

Roblnson.Phllps.Coal Company

TA-W- Facility Location

4937 ............. Alpine Mine #1 ......... Marianna. W.
Va.

4938 . Alne Mne #2-...............l M Maranna.W.
Va.

49139 ................. Elk Uck Mine No. 64, .............. Pineville, W.
Va.

4943................. Ace Mino . Pineville. W.
Va.

4944....... ...... ....... CamlM.......... Pineville, W.
Va.

4947 ................ Preparation Plant ............. Marianna, W.
Va.

SimrontFuel Company
4945 .............. Twin Branch Mine........... Pineville. W.

Va-
4946 ............. Lobo- Mine ...... Pineville. W-'

Va.
Contract Coals Incorporated,

4940 ........... Horse Creek Mine No. 55..... Pineville. V1.
Va.

Red Rosa Coal Company

4942 ................ Indian CreekMine No. 8....... Pinevitle, W.

Va:

The investigation revealed that two of
the mines, Twin Branch (TA-W-4945)
land Lobo (TA-W-4946), are operated by
the Simron Fuel Company which is a
wholly owned subsidiary of Robinson
Phillips. In addition two of the other
mines are operated by contractors for
Robinson Phillips. Contract Coals
Incorporated runs the Horse- Creek Mine
No. 55 (TA-W-4940) and, Red Rose Coal
Company operates the Indian Creek
Mine No. 8 (TA-W-4942).
,_ The Notice of Investigation was
published in the Federal Register on
March 23, 1979 (44 FR 17834). No public
hearing was requested and none was
held.

The deterimiination was based upon
information obtained principally fron
official's of the Robinsofi Phillips Coal
Company, the U.S. Department of
Commerce, the U.S. International Trade
Commission, industry analysts and "
Department files.
I In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act

must be met. Without regard to whether
any of the other criteria have been met,
with respect to the facilities of the
Robinson Phillips Coal Company listed
below, the following criterion. has not
been met:.

That sales orproduction, or both. of the
firm or subdivision have-decreaserd
absolutely. I

TA-W- Facility Location

4937 ........ ....- Alpine Mine No. I ........... Martianna..W
Va.4938 ...... Alpine Mine No.2 ....... ... Maranna. W

4940 ........- Horse Creek Mine No. 55. Pineville.W,
Va.

4942 ............... Indian Creek Mine No. 8. PinevilleW.
Va.

4945 ... Twin Branch Mine .. . ...... Pineville. W
Va..

494T .......... Preparation Plant... ...... Marianna, W
Va.

In spite of the; United Mine Workers of
America strike from December6, 1977 to
March 27, 1978 and the Norfolk and
Western Railroad strike from July 27,
197& to October 2,. 1978 total company
sales of the Robinson. Phillips Coal'
Company increased from 1977 to 197&
and in the first two. months of 1979
compared to the 1977 period.

Production at Alpine Mine No. 1 (TA-
W-4937)'and the Preparation. Plant (TA-
W-4947) increased from 1977 to 1978-
and in the first two months of 1979
compared to the same 1977 period.

Production at Alpine Mine No. 2 ITA-
W-4938) Horse Creek Mine No. 55 (TA-
W-4940), Indian Creek Mine No. 8 (TA-
W-4942) and Twin Branch Mine (TA-
W-4945) incresed from 1977 to 1978.
Periods of comparisons were kiot
available for 1979.

Without regard to whether any of the
other criteria have been met, with
respect to the facilities of ihe Robinson
Phillips Coal Company listed below,. the
following criterion has not been met:

That increases of imports of akticles like or
directly competitive with articles produced
by the firm or appropriate subdivision have
contributed importantly to the- separations, or
threat thereof, and to the absolute decline in
sales or production.

TA-W Facility Location

4939. Elk Lick Mine' No. 55 Pineville W
Va..

4946. Lobo Mine Pineville. W
Va.

4943- Ace Mine Pineville W
Va.

4944 Carol Mine Plnevd1le. W
Va.

Declines in production at the Elk Lick
Mine (TA-W-4939) and the.Lobo Mine
(TA-W-4946) in 1978 occurred as a
result of the United Mine Workers of
America strike and the Norfolk and
Western Railroad strike. When
comparing the non-strike periods (April,
May, June, October and Nqvember) of
1978. with the same 1977 period,
production at both mines increased.
Production also increased in the first
two months of 1979 compared to the
same 1977 period.
I Production at the Ace Mine (TA-W-

4943) increased from 1977 to 1978.
Although production decreased in the
first two months of 1979 compared to the
same 1977 period, total company sales
increased during this period. The"
Robinson Phillips Coal Company
increased productioti at all of its other
mining operations in 1978 and the first
two months of 1979.

The Carol Mine (TA-W-4944) began,
operations in March 1978. Production at'
the mine, however, has been at a high
level during 1978 and the first two,
months of 1979 except during periods
affected by strikes.

Conclusion
After careful review, I determine that

all workers'of the facilities listed below
are. denied eligibility to apply for
adjustment assistance under Title II,
Chapter Z of the Trade Act of 1974.

Robinson Phillips Coal Company

TA-W- Faphl Locdton

4937. Alpine Mine No. 1 Marianna, W
Va.

4938. Alpine Mine No. 2 Marfanna, W

4939. Elk Lick Mine No, 64 Pineville, W
Va

4943 Ace Mine Pineville, W
Va.

4944 Carol Mine Pilewvile, W
Va

4947 Prepaation Plant Mailanna, W
Va

Slmron Fuel Company

4945. Twn Branch Msne Pineviflt. W
Va

49465 Lobo Mine Pineville. W

Contract Coals Incorporated

4940 Horse Creek Mine No 59 PRnewvle, W
Vii

Red RosaCoal Company

4942 Indian Creek lMine No 8 Pineville W
Va
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Signed at Washington, D.C. this 9th day of
April 1979.
Hay J. G lmai.
Supervisory Internationol Economist. Office of Foreign Eco-
nomicReseach.

[TA-W-4937. et al]
[FR Doc. 79--11603 Filed 4-2-79; 5:45am]

BILLING CODE 4510-28-M

Robinson Phillips Coal Co., Mill Creek
No. 61 Mine, Pineville, W. Va.;
Termination of Investigation

Pursuant to Section 221 of the Trade
Act of 1974, an investigation was
initiated on March 13, 1979 in response
to a worker petition received on
February 23,1979 which was filed by the
United Mine Workers of America on
behalf of workers and former workers at
the Mill Creek No. 61 Mine of the
Robinson Phillips Coal Company,
Pineville, West Virginia.

Notice of Investigation was published
in the Federal Register on March 23,
1979 (44 FR 17834). No public hearing
was requested and none was held.

During the course of the investigation,
it was established that all workers were
separated from the employment of the
Mill Creek No. 61 Mine-of Robinson
Phillips Coal Company in September
1975. Section 223(b)(1] of the Trade Act
of 1974 states that certification under
this section shall not apply to any
worker whose last total or partial
separation from the firm or appropriate
subdivision of the firm occurred more
than twelve months before the date of
filing under Title 11, Chapter 2 of the
Trade Act of 1974.

The filing date of the petition in this
case is February 16, 1979. Since workers
separated from the employment of the
Mill Creek No. 61 Mine prior to February
16, 1978 are not eligible for program
benefits under Title II, Chapter 2,
Subchapter B of the Trade Act of 1974,
continuation of this investigation would
serve no purpose. Consequently the
investigation has been terminated.

Signed at Washington, D.C. this 5th day of
April, 1979.
Marvin M. Fooks.
Dirercor. Office of Trade Adjustment Assistano

ITA-W-4941]
FR Doe. 79-11604 Filed 4-12-79; :45 amn]
BILLING CODE 4510-28-M

Savoy Leather Manufacturing Corp.,
Haverhill, Mass.; Negative
Determination Regarding Eligiblilty To
Apply for Worker Adjustment
Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-4806: investigation regarding
certification of eligibility to apply for
Worker adjustment assistance as
prescribed in Section 222 of the Act.

The investigation was initiated on
February 12,1979 in response to a .
worker petition received on February 5,
1979 which was riled on behalf of
workers and former workers producing
attache cases, 8 track and cassette tape
cases and luggage at the Savoy Leather
Manufacturing Corporation, Haverhill,
Massachusetts.

The Notice of Investigation was
published in the Federal Register on
February 23, 1979 (44 FR 10799). No
public hearing was requested and none
was held.

The determination was based upon
information obtained principally from
officials of Savoy Leather
Manufacturing Corporation, the U.S.
Department of Commerce, the U.S.
International Trade Commission,
industry analysts and Department files.

In order to make an affirmative
determinati6n and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act
must be met. Without regard to whether
any of the other criteria have been met,
the following criterion has not been met:

That increases of imports of articles like or
directly competitive with articles produced
by the firm or appropriate subdivision have
contributed Importantly to the separations, or
threat thereof, and to the absolute decline in
sales or production.

Sales by Savoy Leather increased in
1978 from 1977 and during the first two
months of 1979 compared to the same
period in 1978. When compared to the
same quarter of the previous year sales
by the firm increased in eight
consecutive quarters from the first
quarter of 1977 through the fourth
quarter of 1978.

Production increased in 1978
compared to 1977. Excess inventories
resulted in late 1978 due to production
increases which exceeded the growth in
sales by the firm. Production declines
which occurred in late 1978 and early
1979 were a result of an attempt by
Savoy Leather to reduce its excess
inventdry levels.

Conclusion

After careful review, I determine that
all workers of Savoy Ieather
Manufacturing Corporation, Haverhill,
Massachusetts are denied eligibility to
apply for adjustment assistance under
Title 11, Chapter 2 of the Trade Act of
1974.

Signed at Washington. D.C. this 5th day of
April 1979.

S ezI.-j-) t-701a Economist. Off-c Of Fozvigr

CTA-W-45Z8
[FR Dcc79-115Q5MFld 4-12-79; 53
BILLING CODE 4510-23-1

Standard Beef Co, Inc., Scranton, Pa.;
Certification Regarding Eligibility To
Apply for Worker Adjustment
Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-4764: investigation regarding
certification of eligibility to apply for
worker adjustment assistance as
prescribed in Section 222 of the Act.

The investigation was initiated on
January 29,1979, in response to a worker
petition received on January 26,1979,
which was filed on behalf of workers
and former workers processing boneless
beef products at Standard Beef
Company, Inc., Scranton. Pennsylvania.

The Notice of Investigation was
published in the Federal Register on
February 6, 1979 (44 FR 7249). No public
hearing was requested and none was
held.

The determination was based upon
information obtained principally from
officials of Standard Beef Company,
Inc., its customers; the U.S. Departmfent
of Commerce, the U.S. International
Trade Commission, industry analysts
and Department files.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act
must be met. It is concluded that all of
the requirements have been met.

U.S. Imports of boneless beef
increased in quantity in 1978 from 1977.

A survey conducted by the
Department revealed that some major
customers decreased purchases from
Standard Beef Company, Inc. in 1978
from 1977 while they increased
purchases of Imported boneless beef
during the same period.

22223
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Conclusion

After careful review of the facts
obtained in the investigation; I conclude
that increases of imports of articles like
or directly competitive with boneless
beef products processed at Standard-
Beef Company, Inc., Scranton,
Pennsylvania contributed importantly to
the decline in sales or production and to
the total or partial separation ofworkers
of that firm. In accordance with the
provisions of the Act, I make the
following certification

All workers of Standard Beef Company,
'Inc., Scranton, Pennslyvania who became
totally or partially separated from
employment on or after Tune'1, 1978,are
eligible to apply for adjustment assistance
under Title II, Chapter 2 of the Trade Act of
1974.

Signed at Washington, D.C., this 3rd dayof
April 1979..
James F. Taylor,
Director. Office of anagement Administration and Plan-
ning.

[TA-W-4- r
JF Dec. 7.-11606,Fjed 4-12-7M 8:45 am]

BILLING CODE 4510-28-gi

Texas Apparel Co.,, Plant No.1 (Alice
Street), Eagle Pass, Tex., Plant No. 2,
Eagle Pass, Tex.,. Del Rio, Tex4
Determinations Regarding Eligibility
To Apply for Worker Adjustment
Assistance

In'accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-4749-4751: investigation regarding,
cerification of eligibility to apply for
worker adjustmeht assistance as
prescribed' in Section-222 of the Act.

The investigations were initiated on
January 26, 1979, in response to a worker
petition received on January 22, 1979,
which was filed by-the Amalgamated
Clothing and, Textile Workers Union on
behalf of workers and formerworkers
producing men's'and boys' jeans at the
following plants of the TexasApparel
Company; Plant No-1 (Alice Street, _
Eagle Pass, Texas (TA-W-4749), boys'
jeans; Plant No. 2, Eagle Pass, Texas
(TA-W--4750], boys' jeans; andDel Rio,
Texas (TA-W-4751), men's jeans.

The Notice of Investigation was
published in the Federal Register on
February 2, 1979 (44 FR 6798-99). No
public hearing was requested and none
was held.

The determination, was based upon
information obtained principally from
officials of the Salant Corporation, the
Texas Apparel Company, its customers,
the U.S. Department of Commerce,. the
U.S. International Trade Coinmission,

the National Cotton Council of America.
industry analysts and.Department files.

Tm order to make an affirmative
determination and issue acertification.
of eligibility to apply for adjustment '
assistance each of the group eligibility
requirements of Section 222 of the Act
mustbe met. With respect to workers
producing men's jeans at the Del Rfo,
Texas plant of the Texas Apparel'
Company, without regard to whether
any of the other criteria have been met,
the following criterion has notbeen met:

that increases of imports of articles like or
directly competitive with articles produced,
by the firm or appropriate subdivision have
contributed' importantly to the separations, or
threat thereof, and to the absolute decline in
salei or production.

The Department conducted a survey
of customers of the Del.Rio, Texas plant
of the Texas Apparel Company., The
results of this survey indicated that
these customers had decreased
purchases of imported menws jeans in
1978 compared to 1977.

Wit&respect to workers producing
boys' jeans at theEagle Pass, Texas
plants No. 1 (Alice Street) and No. 2. of
the Texas Apparel Company, all of the
group eligibility requirements. of Section
222 of the Actfhave been met.

Imports of boys' jeans and dufgarees
increased in 197a to 5.9 million units
compared to 3.8 millionunits in 1977.

The Department conducted a survey
of customers of the Eagid Pass,, Texas
plants No. 1 (Alice Street) and No. 2 of
the Texas Apparel Company. The
results of this survey indicated that.
some customers had, increased
purchases of imported boys'jeans in the
first nine, months of 1978 compared to
the first nine months of 1977, relative to
domestic purchaies and had decreased
purchases of boys' jeans from the Eagle,
Pass-plants during that same time
period.

Cbmpany-import's of boys and girls'
jeans by Texas Apparel increased irr
1978 compared to 1977.

Conclusion

After careful review of the facts
obtainedin the investigation, rconclude
that increases of importsof articles like,
or directly competitive with boys' jeans
produced at the Eagle Pass, Texas:
plants No. 1 (Alice Street)' and No. 2 of
the Texas Apparel Company
contributed importantly to the decline in
sales orproduction and to the total or
partial separation of'workers- of that
firm. In accordance with the provisions
of the Act, I make the following
certification:

All workers.of the Eagle'Pass,,Texas.
Plants No. 1 (Alice Street) and No. 2 (TA-W-
4749-4750) of the Texas Apparel Company
who became totally or partially separated
from employeant orr or after January 10.1078,
are eligibile to apply for adjustment
assistance under Title II, Chapter 2 of the
Trade Act of 1974.

I further determine that all workers of
the Del Rio, Texas plant (TA-W-4951)
of the Texas Apparel Company are
denied eligibility to apply foradjustment
assistance under Title A1 Chapter 2 of
the Trade Act of 1974.

Signed at Washington, D.C., this Sth day of
April 1979.
Harry J. Gilman,
Supervisory international conomis, Office ofForeln Ec
nomiclleseacl

ITA-W-4749-47511'
[FR Doe. 75-110ooFlted 4-2-79: 8:45 ou
BILLING CODE: 4510-2M-M,

Trultt Brothers, Inc., Belfast, Maine,
Gardiner, Maine; Certification
Regarding Eligibility To Apply for
Worker Adjustment Assistance

In acgordance with Section i23 of the-
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-4809 and 4809: investigation
regarding- certification of eligibility to
apply for worker adjustment assistance
as prescribed in Section 222 of the Act.

The investigation was initiated on
February 12, 1979, in response to a
worker petition received on February 0,
1979, which was filed on" behalf of
workers- and former workers producing
men's, high style dress shoes atTruitt
Brothers, Incorporated, Belfast, Maine
and Gardiner Maine.

The Notice of Investigation was
published in the Federal Register on'
February 23, 1979 (44 FR 10799). No
public hearing was requested and none
was held.

The determination was. based upon
information obtained principally from
officials of Truitt Brothers, Incorporated,
its customerq, the U.S. Department of
Commerce, the U.S. International Trade
Commissioi; industry analysts and'
Department files.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act
must be met. It is concluded that all of
the requirements have been met.

U.S. imports of men's dress and casual
footwear, except athletic, Increased
absolutely and relative to domestic
production from 1976 to 1977 and then
increased relative to domestic
production in 1978 compared to 1977,

Federal Register [ VOL 44-,. No,- 73 [' Friday,. April 13,.1979 / Notices22224
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Truitt Brothers, Incorporated began
importing leather hand-sewn uppers for
men's shoes in January, 1979. A survey
conducted by the Department revealed
that customers of Truitt Brothers
decreased their purchases of men's
shoes from the subject firm in 1978
compared to 1977 and increased import
purchases during the same period.

Conclusion

After careful review of the facts
obtained in the investigation, I conclude
that increases of imports of articles like
or directly competitive with men's shoes
produced at Truitt Brothers,
Incorporated. Belfast, Maine and
Gardiner, Maine contributed
importantly to the decline in sales and
production and to the total or partial
separation-of workers at the firm. In
accordance with the provisions of the
Act, I make the following certification:

All workers of Truitt Brothers,
Incorporated, Belfast, Maine and Gardiner.
Maine who became totally or partially
separated from employment on or after
October 1, 1978 are eligible to apply for
adjustment assistadce under Title II, Chapter
2 of the Trade Act of 1974.

Signed at Washington, D.C., this 9th day of
April 1979.
James F. Taylor.
Directa, Office of Management, Admhsttiao. and Plan.
ning.

[TA-W-4808. 4091
FR Doc. 79-11608 Filed 4-12-7: A45 am)

BILLING CODE 4510-28-1

U.S. Industries, Inc., Omnico Division,
Inwood and New York, N.Y.;
Certification Regarding Eligibility To
Apply for Worker Adjustment
Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-4853: investigation regarding
certification of eligibility to apply for
worker adjustment assistance as
prescribed in Section 222 of the Act.

The investigation was initiated on
February 26,1979, in response to a
worker petition received on Februar 16,
1979, which was filed on behalf of
workers and former workers producing
and warehousing men's, women's and
children's denim jeans and sweaters at
the Omnico Division of U.S. Industries,
-Incorporated, Inwood, New York. The
investigation revealed that Omnico was
also known by the trade names,
Saugerties and Gay Togs. Omnico also
operated a showroom at 1411 Broadway,
New York. New York, and the
investigation was expanded to include
that facility.

The Notice of Investigation was
published in the Federal Register on
March 9,1979 (44 FR 13093). No public
hearing was requested and none was
held.

The determination was based upon
information obtained principally from
officials of the Omnico Division of U.S.
Industries, Incorporated, its customers,
the U.S. Department of Commerce, the
U.S. Interqtional Trade Commission,
industry analysts, and Department files.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act
must be met. The Department's
investigation revealed that all of the
requirements have been met.

U.S. imports of men's and boys' jeans
and dungarees increased absolutely and
relative to domestic production in 1977
compared to 1976 and increased
absolutely in 1978 compared to 1977.
U.S. imports of women's, misses' and
children's slacks and shorts increased
absolutely and relative to domestic
production in 1977 compared to 1976 and
increased absolutely in 1978 compared
to 1977. U.S. imports of men's and boys'
sweaters increased absolutely in 1977
compared to 1976 and increased
absolutely in 1978 compared to 1977.

A survey of customers of the subject
firm revealed that customers
representing a significant proportion of
company sales, increased purchases of
imported jeans and sweaters while
decreasing purchases from the subject
firm in 1978 compared to 1977.

Conclusion

After careful review of the facts
obtained in the-investigation, I conclude
that increased imports of articles like or
directly competitive with men's,
women's and children's denim jeans and
sweaters produced and marketed at the
Inwood, New York, and New York City,
New York, locations of Omnico
contributed importantly to the decline in
sales and to the separation of workers
at that firm. In accordance with the
provisions of the Act, I make the
following certificatiom

All workers of the Omnlco Division of U.S.
Industries, Incorporated engaged in
employment related to the production of
men's, women's and children's denim jeans
and sweaters at Inwood. New York. and New
York. New York, who became totally or
partially separated from employment on or
after January 30,1978 are eligible to apply for
adjustment assistance under Title II. Chapter
2 of the Trade Act of 1974.

Signed at Washington, D.C., this 10th day
of April 1979.
jams. F.Taylar.
DV Xdf. qYjp_ of MA1XV8Eme71 A Zunsfura od PA=n.

rrA-v-M5X 4"aAl
IFR DQ(,79119 Filed 4-2-79 &43 a=]

BILLING CODE 4510-234-

Wakefield Engineering, Inc., Imperial
Beach, Calif., Revised Certification of
Eligibility To Apply for Worker
Adjustment Assistance

In accordance with Section 223 of the
Trade Act of 1974, the Department of
Labor issued a Certification of Eligibility
to Apply for Worker Adjustment
Assistance on April 27,1978, applicable
to all workers of Wakefield Engineering.
Inc., Imperial Beach. California. The
Notice of Certification was published in
the Federal Register on May 9.1978, (43
FR 19937).

On the basis of additional
information, the Office of Trade
Adjustment Assistance, on its own
motion, reviewed the certification. The
review of the case revealed that at least
one layoff occurredin November, 1978.
This layoff was not covered by the
termination date of June 17,1978. Under
the circumstances, the original
termination date of June 17,1978,
contained in the initial certification has
been moved to November 11, 1978.

The intent of the certification is to
cover all workers who were affected by
the decline in production of'heat sinks at
Wakefield Engineering, Inc.'s plant in
Imperial Beach. California, related to
import competition. The certification,
therefore, is revised to include all
workers of Wakefield Engineering, Inc,
at Imperial Beach. California.

The revised certification applicable to
TA-W-3418 is hereby issued as follows:

All workers at Wakefield Engineering, Inc..
Imperial Beach. California. plant and
warehouse who became totally or partially
separated from employment on or after April
10. 1978 and before November 11.1978. are
eligible to apply for adjustment assistance
under Title 11. Chapter 2 of the Trade Act of
1974.

Signed at Washington. D.C.. this 3rd day of
April 1979.

Jim",F. Talor.

Daedaz~ Ol-iz l 51-qo ecr Ad L afr:± F:=p

r'A--14181
iFR D,-C. M1-1100 Fid 4-12-7M. 8:45 an
BILLING CODE 4510-28-
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Westinghouse Electric Corp., Lamp
Division, Trenton, N.J.; Negative
Determinations Regarding Eligibility
To Apply for Worker Adjustment
Assistance

In accordance with Section 223 of the
Trade Act of 1974 the Department of
Labor herein presents the results of TA-
W-4732: investigation regarding '
certification of eligibility to apply for
worker adjustment assistance as
prescribed in Section 222 of the Act.

The investigation was initiated on
January 22,1979, in response to a worker
petition received on January 15, 1979,
which was filed on behalf of workers
and former workers producing light
bulbs at the Trenton, New Jersey, plant
of Westinghouse Electric Corporation's

'Lamp Division.
The Notice of Investigation vas

published in the Federal Register on
January 30,1979 (44 FR 5953). No public
hearing was requested and none was
held.

The determination was based upon
information obtained principally from
officials of Westinghouse Electric
Corporation, its customers, the U.S.
Department of Commerce, the U.S.
International Trade Commission,
industry analysts and Department files.

In order to make an affirmative
determination and issue a certification
of eligibility to apply for adjustment
assistance each of the group eligibility
requirements of Section 222 of the Act
must be met. Without regard to whether
any of the other criteria have been met,
the following criterion has not been met:
that increases of imports of articles like or
directly competitive with articles produced
by the firm or appropriate subdivision have
contributed importantly to the separations, or
threat thereof, and to the absolute decline in
sales or production.

Evidence developed during the course
of the investigation revealed that none
of the customers surveyed by the
Department which decreased purchases
from Westinghouse's Lamp Division
purchased any imports in 1977 or 1978.

The petitioners allege that company
imports had an adverse effect on
employment at the Trenton plant. In
August 1978 Westinghouse began
importing a component part used in one
model of light bulb from their Juarez,
Mexico, plant. The light bulb in which
the component part Is used is used in
street lighting and represented only a
very small percentage of sales by the
Trenton plant from 1976 to 1978. The
component is the only prbduct
manufactured in Mexico which was
formerly manufactured in Trenton. The
component part is sent to Trenton for

completion into the finished bulb,All of
the workers transfered from the bulb
comljonent remained employed by
Westinghouse in other areas of the
Trenton plant.-

Conclusion

After careful review, I determine that
all workers of the Trenton, New Jersey,
plant of the Lamp Division of
Westinghouse Electric Corporation are

,denied eligibility to apply for adjustment
assistance under Title II, Chapter 2 of
the Trade Act of 1974.

Signed at Washington, D.C., this 5th day of
April 1979.
Harry 1. Gilman.
Supervisory International Economist Office of foreign Eco-
nomicReserch.

rrA-W-47 I
FR Doec. 79-11611 Filed 4-12-79; 8.45 am]

BILUNG CODE 4510-28-M

Pension and Welfare Benefit
Programs; Proposed Exemption for
Certain Transactions Involving the
Retirement Plan for Employees of King
Chevrolet Co.

AGENCY: Department of Labor.
ACTION: Notice of Proposed Exemption.

SUMMARY. This document contains a
notice of pendency before the
Department of Labor (the Department)
of a proposed exemption from the
prohibited transaction restrictions of the
Employee Retirement Income Security
Act of 1974 (the Act) and from certain
taxes imposed by the Internal Revenue
Code of 1954 (the Code). The proposed
exemption would exempt the sale by the
Retirement Plan'for Employees of King
Chevrolet Company (the Plan) of real
property to King Chevrolet Company
(the Employer). The proposed
exemption, if granted, would affect
participants and beneficiaries of the
Plan, the Employer and other persons
participating in the proposed
transaction.
DATES: Writen comments and requests
for public hearing must be received by
the Department of Labor (the
Department) on or before May 14, 1979.
ADDRESS: All written comments and
requests for a hearing (at least six
copies) should be sent to the Office of
Fiduciary Standards, Pension and
Welfare Benefit Programs, Room C-
4526, U.S. Department of labor, 200
Constitution Avenue, N.W., Washington,
D.C. 20216. Attention: Application No.
D--854. The application for exemption
and the comments received Will be
available for public inspection in the
Public Documents Room of Pension and

Welfare Benefit Programs, U.S.
Department of Labor, Room N-4677, 200
Constitution Avenue N,W., Washington,
D.C. 20216.

FOR FURTHER INFORMATION CONTACT:
Ronald D. Allen, of the Department,
telephone (202) 523-8883, (This is-not a
toll-free number.)

SUPPLEMENTAL INFORMATION: Notice is
hereby given of the pendency before the
Department of an application for
exemption from the restrictions of
sections 406(a) and 406(b)(1) and (2) of
the Act and from the taxes imposed by
sections 4975(a) and (b) of the Code, by
reason of sections 4975(c)(1)(A) through
(E) of the Code. The proposed
exemption was requested in an
application filed on behalf of the Plan,
pursuant to section 408(a) of the Act and
section 4975(c)(2) of the Code, and In
accordance with procedures set forth In
ERISA Procedure 75-1 (40 FR 18471,
April 28, 1975).

. The application was filed with both
the Department and the Internal
Revenue Servife. However, effective
December 31, 1978, section 102 of
Reorganization Plan No. 4 of 1978 (43 FR
47713, October 17,4978) transferred the
authority of the Secretary of the treasury
to issue exemptions of the type
requested to the Secretary of Labor.
Therefore, this notice of pendency is
issued solely by the Department.

Summary of Facts and Representations

The application contains
representations with regard to the
proposed exemnption which are
summarized below. Interested persons
are referred to the application on file
with the Department for the complete
representations of the applicants.

1. This application was filed on behalf
of Citizens First National Bank of Tyler,
Texas (the Trustee), the Plan, and the
Employer. The transaction involves the
sale of real property, located adjacent to
the Employer's business premises, by
the Plan to. the Employer.

2. The applicant requested an
exemption from section 406(a) of the Act
and'4975(c](1)(A) through (E) of the
Code because the sale of the property
will be to the Employer, a party in
interest and disqualified person. The
applicants also requested an exemption
from 406(b)(1) and (2) of the Act because
Jack King who is a rnember of he
Employer's retirement committee, Is a
Vice-President and 25% shareholder of
the Employer. He Is active in the
management of the Employer and Is one
of 22 directors of the Trustee.

3. The property was purchased by the
Plan in 1965 for $127,115 from A.W.
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Riter, Jr., trustee of the W.V. Henson
Trust No. 1, an unrelated third party.
The property is legally described as lots
8, 9, and 10 in Block 91, city of Tyler,
Smith County, Texas and has an area of
approximately 25,000 square feet.
Improvements on the property consist of
a one-story building of masonry
construction with approximatly 14,400
square feet of floor space.

4. From the date of purchase until May
1977 the property was leased to
independent automobile dealerships on
long term leases. From June through
August 1977 the existing lease was
extended on a month to month basis.
From August 1977 to the present the
property has not been leased or used by
the Plan. As a result, the property has
ceased generating income to the Plan. If
this situation continues over an
extended period of time, the result could
be a hardship to the Plan and its
participants and beneficiaries.

5. In anticipation of the month to
month lease terminating and disposal of
the property becoming necessary, two
independent appraisals were obtained
by the Trustee. The first appraisal.
performed in May 1977, valued the
property at $90.000. The second
appraisal, performed in July 1977, valued
the property at $85,000. In August 1977,
the Trustee listed the property for sale
with Upton Beall, a licensed real estate
broker who handles both commercial
and residential property in Tyler and
Smith County, Texas. The property was
listed for 10 days, from August 23 to
December 9, 1977; in the Multiple Listng
Service (to which most of the real estate
brokers in Smith County, Texas,
subscribe and belong) and a realtor's
sign was placed on the property. The
property was listed at a price of $105,000
subject to a realtor's fee of 67, which
would have resulted in a net receipt to
the Plan of $98,700. Mr. Beall represents
that no offers were received and no
interest was shown in the property. In
his opinion, all reasonable efforts to
secure a bid for the property have been
made, and the manner and method of
advertising and listing the property for
sale were commercially reasonable in
Smith County, Texas, and were the best
methods calculated to secure valid
offers for the property.

6. The Employer wants the property to
expand its dealership, and has offered
to purchase the property for cash at a
price of $127,115, the price the Plan
originally paid for the property. The
proposed sale would not involve
payment of a sales commission pr fee.

The applicants represent that the
proposed transaction meet the statutory
criteria- of section 408(a) of the Act as

follows: (1) It is a one time transaction
for cash, (2) Failure to dispose of the
property could result in a hardship to
the plan, (3) The proposed sale price is
higher than the value of the land as
indicated by two independent
appraisals.

Notice to Interested Persons
(a) Notice of the proposed exemption

will be furnished to all employees of the
Employer, all retired employees
receiving benefits under the Plan,
beneficiaries of deceased employees
receiving benefits under the Plan and to
former employees who have terminated
with vested benefits; and

(b) The notice will be placed on the
bulletin board accessible to all active
employees and individual notice will be
mailed to all active employees, retired
employees, beneficiaries and terminated
employees with vested benefits;

(c] The notice will be provided within
ten (10) days of publication in the
Federal Register.

General Information
The attention of interested persons is

directed to the following: (1) The fact
that a transaction is the subject of an
exemption under section 408(a) of the
Act and section 975(c)(2) of the Code
does not relieve a fiduciary or other
party in interest or disquafified person
from certain other provisions of the Act
and the Code, including any prohibited
transaction provisions to which the
exemption does not apply and the
general fiduciary responsibility
provisions of section 404 of the Act,
which among other things require a
fiduciary to discharge his duties
respecting the plan solely in the interest
of the participants and beneficiaries of
the plan and in prudent fashion in
accordance with section 404(a)(1)(B) of
the Act; not does it affect the
requirements of section 401(a) of the
Code that the plan must operate for the
exclusive benefit of the employees of the
employer maintaining the plan and their
beneficiaries;

(2) The proposed exemption, if
granted, will not extend to transactions
prohibited under section 406(b)(3) of the
Act and § 4975(c)(1)(F) of the Code;

(3) Before an exemption may be
granted under section 408[a) of the Act
and section 4975(c)(2) of the Code. the
Department must find that the
exemption is administratively feasible,
in the interests of the plan and of its
participants and beneficiaries; and
protective of the rights of participants
and beneficiaries of the plan; and

(4) The proposed exemption. if
granted, will be supplemental to, and

not in derogation of, any other
provisions of the Act and the Code,
including statutory or administrative
exemptions and transitional rules.
Furthermore, the fact that a transaction
is subject to an administrative or
statutory exemption is not dispositive of
whether the transaction is in fact a
prohibited transaction.

Written Comments and Hearing Request

All interested persons are invited to
submit written comments or requests for
a hearing on the pending exemption to
the address above, within the time
period set forth above. All comments
will be made a part of the record.
Comments and requests for a hearing
should state the reasons for the writer's
interest in the pending exemption.
Comments received will be available for
public inspection with the application
for exemption at the address set forth
above.

Proposed Exemption

Based on the facts and
representations set forth in the
application, the Department is
considering granting the requested
exemption under the authority of section
408(a] of the Act and § 4975(c](2) of the
Code and in accordance with
procedures set forth in ERISA Procedure.
75-1 (40 FR 18471, April 29,1975). If the
exemption is granted, the restrictions of
sections 406(a) and 406(b)(1) and (2) of
the Act and the taxes imposed by
sections 4975(a) and (b) of the Code, by
reason of sections 4975(c)(1)[A) through
(E) of the Code shall not apply to the
sale by the Plan of real property,
consisting of the land and building
located at 517 West Irwin Street and
legally described as lots 8, 9, and 10 in
block 91, City of Tyler, Smith County,
Texas, to King Chevrolet Company for
an aggregate cash consideration of
$127,115, provided that this amount is
not less than the fair market value of the
property.

The proposed exemption, if granted,
will be subject to the express conditions
that the material facts and
representations are true and complete,
and that the application acccurately
describes all material terms of the
transaction to be consummated
pursuant to the exemption.
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Signed at Washington, D.C., this 6th day of Headquarters, Washington, D.C. 20546
April, 1979. (202/755-8573).
Ian D. Lanolf, Amold W. Frutin,

Administrator, Pension and Welfare Benefit Programs, AssociateAdministrtorfor External RelotLons.
Labor-Management Services Administration, US. Depart- April 5,1979.
ment of Labor.

[Application No. D-SM]
[FR Doc. 11554 Filed 4-12-79; 8:45 am]

BILLING CODE 4510-29-M

NATIONAL AERONAUTICS AND
SPACE ADMINISTRATION

NASA Advisory Council (NAC) Space
and Terrestrial Applications Advisory
Committee (STAAC); Meeting

The Ad Hoc Informal Advisory
Subcommittee on Materials Processing
in Space (MPS) of the NAC-STAAC will
meet in Room 226B of NASA
Headquarters, 600 Independence
Avenue, S.W., Washington, D.C., from
10:00 a.m, to 3:00 p.m. on April 30,1979.
The meeting is open to the public.
Members of the public will be admitted
to the meeting on a first-come, first-
served basis up to the seating capacity
of 16 persons, and will be required to
sign a visitors' register.

The Subcommittee will review
preliminary technical and program plans
prepared by the Materials Processing in
Space program for Fiscal-Year.1981,
evaluate the strengths and weaknesses
of the program presented, and make
recommendations for further planning.

The approved agenda for the meeting
is as follows:

April 30,1979

Time and Topic

10:00 a.m.-Introductory Remarks
10:30 a.m.-Presentation of Preliminary MPS

Program Plans for FY 1981
1:30 p.m.-Discussion of Strengths and

Weaknesses and Development of
Subcommittee Recommendations

3:00 p.m.-Adjourn

The STAAC Ad Hoc Informal
Advisory Subcommittee was established
to advise NASA on the Materials
Processing in Space program regarding
its accomplishments, ongoing research
and long range plans. The Subcommittee
has six members representing the
scientific and industrial communities
and is chaired by Dr. Martin glicksman.
For further information, contact Dr.
James H. Bredt, Executive Secretary of
the NAC-STAAC Ad Hoc Informal
Advisory Subcommittee on Materials
Processing in Space, Code EM-7, NASA,

[Notice L(7-39l
[FR Doc. 79-11444 Filed 4-12-79; &45 am]

ILUNG CODE 7510-01-M

NASA Advisory Council (NAC) Space.
and Terrestrial Applications Advisory
Committee (STAAC); Meeting

The Ad Hoc informal Advisory
Subcommittee on Weather Climate and
Oceans Applications of the NAC-
STAAC will meet on April 30 and May
1, 1979 at the Tidewater Inn, Easton,
Maryland 21601. The meeting is open to
the public. Menbers of the public will
be admitted at 8:30 a.m. on April 30th
and at 8:00 a.m. on May 1st on a first-
come, first-served basis and will be
required to sign a visitors' register. The
seating capacity of the meeting room is
for 50 persons.

This Subcommittee, comprised of
sixteen members of the NAC-STAAC
including the Subcommittee
Chairperson, Dr. James McWilliams, will
review NASA's Upper Atmosphere
Research and Ocean Circulation
Missions in depth and discuss issues
and problems.

The approved agenda for. the meeting
is as follows:-

April 30,1979

Time and Topic
8:30 a.m.-Opening Remarks
8:45 a.m.-Program Overview
9:30 a.m.--Concurrent Sessions

* Workshop I-Problems and Issues in the
Upper Atmosphere Research Mission

*. Workshop H-Problems and Issues in
the Ocean Circulation Mission; Scientific Use
of the National Oceanographic Satellite
System (NOSS)
4:30 p.m.-Adjourn

May 1,1979
8:00 a.m.-Joint Session Report of Workshop

Co-chairpersons
11:00 a.m.-Upper Atmosphere Research

Supporting Research and Technology
(SR&TJ Program

1:30 p.m.-Report on Results of Data Analysis
on Seasat-1, Nimbus-7, Heat Capacity
Mapping Mission (HCMM) and
Stratosphere Aerosols and Gas Experiment
(SAGE)

3:00 p.m.-Conclusions and
Recommendations

3:30 p.m.-Future Agenda Items
4:00 p.m.-Date of Next Meeting
4:15 p.m.-Adjourn.

'For further information regarding the
meeting, please contact Louis B. C. Fong,
Executive Secretary of the

Subcommittee, Washington, D.C. (202)
755-7450.

Arnold W. Frulkin,
Associate Admlnistratorfor External lelato5.

April 5,1979.

[Notice (79-40)]
[FR Doc. 79-11445 Filed 4-1Z-79 8:45 am)

BILLING CODE 7510-41-M

NASA Advisory Council (NAC) Space
Systems and Technology Advisory
Committee; Meeting

The Informal Ad Hoc Advisory
Subcommittee on Information Systems
Technology of the NAG Space Systems
and Technology Advisory Committee
will meet May 1-2,1979 in Conference
Room 200, Building 26, Goddard Space
Flight Center, Greenbelt, Maryland. The
meeting will be open to the public up to
the seating capacity of the room
(approximately 50 persons including
Subcomndttee members and
participants)."

The Subcommittee was established to
assist the NASA in identifying and
examining technology requirements for
future information systems and t6
recommend program additions,
deletions or changes in scope or
emphasis which may be found.
necessary to support the overall NASA
data management and information
distribution research and technology
objectives. The Chairperson is Dr.
Edward Gerry and there are six
members onthe Subcommittee.
Following is the approved agenda for
this meeting,
Agenda

May 1, 1979

8:30 a.m.-lntroductory Remarks
9:30 a.m.-Current NASA Data Management

Systems
10:30 a.m.-NOAA Data Management

Practices and Plans
1:00 pm.-AF/SAMSO Data Management

Practices and Plans
2.00 p.m.-Applications Data Service

Program Plan
3.00 p.m.-NASA End-to-End Data System

(NEEDS) Technology Program Review

May 2, 1979

8:30 a.m.-NEEDS Technology Program Plan
10:30 a.m.-Committee Discussion and

Formulation of Recommendations
1:00 p.m.-Adjourn

For further information please contact
Mr. Charles Pontious, Code RSI-5,
NASA Headquarters, Washington, D.C,
20546, (202/755-2413).
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April 9.1979.
Anmold W. Fratidn,

AssociateAdm stratorfor xte Relatior.

[Niptice (79-41]
[FR Doc. 79-41443 Fied 4-12-79; 8:45 am]

BLLNG CODE 7510-01-M

NUCLEAR REGULATORY
COMMISSION

Cincinnati Gas & Electric Co., et al.,
(William H. Zimmer Nuclear Station);
Prehearing Conference

Notice is hereby given that, in
accordance with the provisions of 10
CFR 2.752 and the Licensing Board's
Order of April 6, 1979, a prehearing
conference in this proceeding will be
held on May 21-23,1979, at the
following times and locations:

May 21, 2 p.m., and May 23,9 a.m.:
Courtroom No. 2 (Room 824), U.S. Court of

Appeals, U.S. Post Office and Courthouse, 5th
. and Walnut Streets, Cincinnati, Ohio 45202.

May 22,3 p.m.-8 p.m. (if necessary):
Moscow City Hall, 79 Elizabeth Street.

Moscow, Ohio 45153.

At the sessions on May 22 (in
Moscow, Ohio) and May 23 (Cincinnati,
Ohio), the Board will hear oral limited
appearance statements, as permitted by
10 CFR 2.715(a). The Board will hear
such statements during the entire
session on May 22 and on May 23 after
completion (if necessary) of the formal
business of the conference. The number
of persons making oral statements and
the time allowed for each statement may
be limited depending upon the total time
available. Persons desiring to make a
limited appearance are requested to
inform the Secretary of the Commission,
U.S. Nuclear Regulatory Commission,
Washington, DC 20555, Attention:
Docketing and Service Branch.

Dated at Bethesda, Md.. this 9th day of
April 1979.

The Atomic Safety and Licensing Board.
Charles Becbhoefer,
Chaimnnan

[Docket No. 50-35MI]
[FR Doc. 79-1iwo Filed 4-12-79; 845 am]

BILUNG CODE 7590-OIM

Connecticut Light & Power Co., et al.,
Millstone Nuclear Power Station, Unit
No. 1; Proposed Issuance of
Amendment to Provisional Operating
License

The United States Nuclear Regulatory
Commission (the Commission) is
considering issuance of an amendment
to Provisional Operating License No.
DPR-21 issued to the Connecticut Light
and Power Company, the Hartford

Electric Light Company, Western
Massachusetts Electric Company, and
Northeast Nuclear Energy Company (the
licensees), for operati6n of the Millstone
Nuclear Power Station, Unit No. 1.
located in the Town of Waterford,
Connecticut.

The amendment Would revise the
provisions of the Technical
Specifications relating to the use of 148
8x8R fuel assemblies for Reload 6. in
accordance with the licensee's
application for amendment dated March
5, 1979.

Prior to issuance of the proposed
license amendment, the Commission
will have made findings required by the
Atomic Energy Act of 1954, as amended
(the Act) and the Commission's
regulations.

By May 14, 1979, the licensees may
file a request for a hearing with respect
to issuance of the amendment to the
subject provisional operating license
and any person whose interest may be
affected by this proceeding and who
wishes to participate as a party in the
proceeding must file a written petition
for leave to intervene. Requests for a
hearing and petitions for leave to
intervene shall be filed in accordance
with the Commission's "Rules of
Practice for Domestic Licensing
Proceedings" in 10 CFR Part 2. If a
request for a hearing or petition for
leave to intervene is filed by the above
date, the Commission or an Atomic
Safety and Licensing Board, designated
by the Commission or by the Chairman
of the Atomic Safety and Licensing
Board Panel, will rule on the request
and/or petition and the Secretary or the
designated Atomic Safety and Licensing
Board will issue a notice of hearing or
an appropriate order.

As required by 10 CFR 2.714, a
petition for leave to intervene shall set
forth with particularity the interest of
the petitioner in the proceeding, and
how that interest may be affected by the
results of the proceeding. The petition
should specifically explain the reasons
why intervention should be permitted
with particular reference to the
following factors: (1) The nature of the
petitioner's right under the Act to be
made a party to the proceeding; (2) the
nature and extent of the petitioner's
property, financial, or other interest in
the proceeding; and (3) the possible
effect of any order which may be
entered in the proceeding on the
petitioner's interest. The petition should
also identify the specific aspect(s) of the
subject matter of the proceeding as to
which petitioner wishes to intervene.
Any person who has filed a petition for
leave to intervene or who has been

admitted as a party may amend the
petifion without requesting leave of the
Board up to fifteen (15) days prior to the
first prehearing conference scheduled in
the proceeding, but such an amended
petition must satisfy the specificity
requirements described above.

Not later than fifteen (15) days prior to
the first prehearing conference
scheduled in the proceeding, a petitioner
shall file a supplement to the petition to
intervene which must include a list of
the contentions which are sought to be
litigated in the matter, and the basis for
each contention set forth with
reasonable specificity. Contentions shall
be limited to matters within the scope of
the amendment under consideration. A
petitioner who fails to file such a
supplement which satisfies these
requirements with respect to at least one
contention .,ill not be permitted to
participate as a party.

Those permitted to intervene become
parties to the proceeding, subject to any
limitations in the order granting leave to
intervene, and have the opportunity to
participate fully in the conduct of the
hearing, including the opportunity to
present evidence and cross-examine
witnesses.

A request for a hearing or a petition
for leave to intervene shall be filed with
the Secretary of the Commission, United
States Nuclear Regulatory Commission,
Washington, D.C. 20555, Attention:
Docketing and Services Section, or may
be delivered to the Commission's Public-
Document Room. 1717 H Street NV.
Washington. D.C. by the above date.
Where petitions are filed during the last
ten (10) days of the notice period, it is
requested that the petitioner or
representative for the petitioner
promptly so inform the Commission by a
toll-free telephone call to Western
Union at (800) 325-6000. The Western
Union operator should be given
Datagram Identification Number 3737
and the following message addressed to
Dennis L Ziemann: petitioner's name
and telephone number, date petition
was mailed; plant name; and publication
date and page number of this Federal
Register notice. A copy of the petition
should also be sent to the Executive
Legal Director, U.S. Nuclear Regulatory
Commission. Washington, D.C. 20555,
and to William H. Cuddy, Esquire, Day
Berry & Howard, Counselors at Law,
One Constitution Plaza. Hartford,
Connecticut 06103, attorney for the
licensees.

Ndntimely filings of petitions for leave
to intervene, amended petitions,
supplemental petitions and/or requests
for hearing will not be entertained
absent a determination by the
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Commission, the presiding officer or the
Atomic Safety and Licensing Board
designated to rule on the petition and/or
request, that the petitioner has made a
substantial showing of good cause for
the granting of a late-petition and/or
request. That determination will be
based upon a balancing of the factors
specified in10 CFR 2.714(a) {i)-(v] and
2.714(d).

For further details with respect to this
action, see the application for
amendient dated March'5, 1979,'which
is available for-public inspection at the
Commissions Public Document Room,
1717 H Street NW., Washington, D.C.,
and at the Waterford Public Library,
Rope Ferry Road. Route 156, -Waterford,
Connecticut 06385.

Dated at Bethesda, Md., this 6th day of
April 1979.

For the NuclearRegulatory Commission.
Dennis L Zlemann,
Chief Operatong ,eactom Branch NA. Z Division f4Operat-
Ing eactors.
[OocketNo. 5G-245]
[FR Doc.79-1149 Filed 4-12- -45 am]
BILWNG CODE7590-01t-M

Draft Regulatory Guide; Issuance and
Availability
*,Te Nuclear Regulatory Commission

has Issued for public comment a draft of
a proposed revision to a guide inits
Regulatory Guide Series together with a

-draft of the associated valuejimpact
statement. This series has been
developed to describe and make
available to the public methods
acceptable to the .NRC staff of
implementing.specific parts of the
Commission's regulations and, in some
cases, to delineatetechnigues used-by
the staff in evaluating specific problems
or postulated accidents and to provide
guidance to applicants concerning
certain of the informationneeded by the
staff in its review of applications for
permits and licenses.

The draft, temporarily identified by its
task number, OH 507-4, is proposed
Revision 4 to Regulatory Guide 8.8 and
is entitled "nformation Relevant to
Ensuring That Occupational Radiation
Exposures at Nuclear Power Stations
Will Be As Low As Is Reasonably
Achievable (ALARA)."It provides
information relevant to attaining goals
and objectives for planning, designing,
constructing, operating, and
decommissioning a light-water-reactor
nuclear power plant to ensure that
exposures of station personnel to
radiation during routine operation of the
station will be as low as is reasonably
achievable.

This draft guide and the associated
value/impact statement are being issued
to involve the public in-theearly stages
of the development of a regulatory
position in this area. They have -mot
received complete staff review and do
not represent an official NRCstaff
position.

Public comments are being-solicited
onbothdrafts, the guide (including any
implementation schedule) and the draft
value/impact statement. Comments on
the draft-value/impact statement should
be accompanied by supporting data.
Comments on both drafts should be sent
to the Secretary of the Commission, U.S.
Nuclear Regulatory Commission,
Washington, D.C. 20555, Attention:
Docketing and'Service Branch, by June
8, 1979

Although a -lime limit is given for
comments on these drafts, comments
and suggestions in connection-with (1)
items for inclusion in -guides currently
being -developed or 12) improvements in,
all published ,guides are encouraged at
any time.

Regulatory guides are available for
inspection at the" Commission's Public
Document Room, 1717 H Street NW.,
Washington, D.C. Requests for single
copies of draft guides'or the latest
revision of published guides (which may
be reproduced), or for placement on an
automatic distribution list for sinrle
copies of future guides or draft guides in
specific divisions should be made in
writing to the U.S. Nuclear Regulatory
Commission, Washington, D.C. 20555,
Attention: Director.Division of

* Technical Information and Document
Control. Telephone xeguests cannot be
accommodated. Regulatoryguides are
not copyrighted, and Commission
approval is not-required to reproduce
them.
(5 U.S.C. 552(a)).

Dated at Rockville, Maryland this 4th day
of April 1979.

For the.NuclearReguatory Commission.
Kart R. Goller,
Director. Division of SUng, Health -and Sofeguards Stand-
ards, Office ofStandards DesvelopmenLt
[FR Doc.29-11504Filed 4-12-7,45.am

BILNG CODE 7590-01-M

Florida Power & Llght Co. (Turkey
Point Nuclear Generating Units 3 and
4); Order Relative to a Prehearing
Conference

OnMarch 5,1979, an Atomic Safety
and Licensing Board was established to
rule on the petition of Mark P. Oncavage
to intervene in this proceeding (44 FR
12120]. In a recent conference call with
Mr. Oncavage, Applicant and Staff, it

was agreed that a prehearing conference
would be held May 2,1979.

The prehearing conference will be
held on that date in Plaza Rooms 1 and
2, Howard Johnson Downtowner, 200
Southeast Second Avenue, Miami,
Florida. The proceeding will commence
at 9:00 a.m. (local time).

The public is invited to attend. No
limited appearance statements will be
accepted at this proceeding.

Dated at Bethesda, Md., fis 5th day of
April 1979.

It is so ordered.
For the Atomic Safety and Licensing i3oard

for the Review of Petitions.
Elizabeth S.13owers,
Ciiairan.

[Docket Nos. 50-250-P 50-251-SPI
[FR Doc. 79-1160 Flled 4-1Z-7, S4 am]

BILUNG CODE 7590-1-M

Consumers Power Co., (Palisades
Nuclear Plant); Order Scheduling
Special Prehearing Conference

The special prehearing conference
provided for In the Licensing Board's
Memorandum and Order of March 30,
1979, will commence at 9:30 a.m,, local
time, on May 10,1979, In the Board of
Commissioners Room (3rd Floor),
Berrien County Courthouse, 801 Port
Street, St. Joseph, Michigan 49085.

In accordance with the provisions of
10 CFR 2.751a, and to the extent
consistent with the nature of a
proceeding involving a proposed
amendment of a provisional operating
license, the conference will be held to:

(1] Consider all ntervention petitions
to allow the Board to make such
preliminary or final determinations as to
the parties to the proceeding, as may be
appropriate;

(2] Permit identification of the key
issues in the proceeding;

(3) Take any steps necessary for
further identification of the issues, and

(4),EstabliSh a schedule for further
actions in the proceedings.

As further provided In the March 30,
1979 Memorandum and Order, those
who have filed petitiofis for leave to
intervene may amend or supplement
their petitions byno later than April 25,
1979.

As permitted by 10 CFR2.715(a), and
to the extent that time is available on
May 10, 1979 beyond that necessary to,
complete the formal business of the
conference, the Board will hear oral
limited appearance statements, It is our
present intention to hear any such
statements after these formal matters
have been concluded. The number of
persons making oral statements and the
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time allowed for each statement may be
limited depending upon the total time
available. Persons desiring to make a
limited appearance qre requested to
inform the" Secretary of the Commission,
U.S. Nuclear Regulatory Commission,
Washington, DC 20555, Attention:
Docketing and Service Section.

It is so ordered.
Dated at Bethesda, Md., this 5th day of

April 1979.
The Atomic Safety and Licensing Board.

Charles Becdhoefer.

Chairm a.

[Docket No. -255 SPI
[FR Doc. 79-11= FIed 4-12-79. 8:45 am]

BILLING CODE 7590-01-M

Gulf States Utilities Co. (Blue Hills
Station, Units I and,2); Hearing on
Application for Early Site Review-
April 6,1979.

Please, take notice that an evidentiary
hearing in this proceeding will be held
on May 8-May 11, 1979, at 9 a.m., at the'
Jasper County Courthouse, District
Courtroom, Jasper; Texas 75951.

Pursuant to the Atomic Energy Act of
1954, as amended (the Act), and the
regulations in Title 10, Code bf Federal
Regulations, Part 50, "Licensing of
Production and Utilization Facilities,"
Part 51, "Licensing and Regulatory
Policy and Procedures for
Environmental Protection," and Part 2,
"Rules of Practice," notice is hereby -
given that the said evidentiary hearing
will be held before an Atomic Safety
and Licensing Board (Board), to consider
the application filed under the Act by
the Gulf States Utilities Company (the
Applicant) for an early review, hearing
and partial initial decision on issues of
site suitability within the purview of the
applicable provisions of 10 CFR Parts 50,
51 and 100 for a proposed site
designated as the Blue Hills Station site:
The Blue Hills Station site is located in
Newton County, Texas, two miles
southwest of Toledo Bend Reservoir and
nine miles west of the Texas-Louisiana
border.

The hearing will be conducted by an
Atomic Safety and Licensing Board
which has been designated by the
Chairman of the Atomic Safety and
Licensing Board Panel. The Board
consists of Mr. Lester Kornblith, Jr., Dr.
Linda W. Little and Mr. Marshall E.
Miller, Chairman.

Pursuant to 10 CFR 2.605 and 2.761a,
respectively, the'Board will make
findings on the issues of site suitability
for which early consideration is sought
and render a partial decision.

In 1974, the Applicant submitted an
application for a construction permit for
two pressurized light water reactors. On
lovember 12,1975, a Notice of Hearing
concerning the construction permit was
published (40 FR 52768), and a
correction to that Notice was published
November 20, 1975 (40 FR 54031). The
State of Texas submitted a request to
participate as an interested state,
pursuant to 10 CFR 2.715(c), in response
to the Notice. Subsequently, in January
1976, the Applicant notified the NRC
that it wished to change its construction
permit application to an early site
review. On September 20,1976, a Notice
of Availability of Applicants
Environmental Report Relating to an
Early Site Review was published (41 FR
40537) and the Staff issued its Early Site
Review (NUREG-0131) concerning
safety matters in January 1977. On June
9,1977, the NRC Draft Environmental
Statement (NUREG-0270) concerning,
the Blue Hills site was issued and a
Notice of Availability of the DES was
published (42 FR 29571). This Notice
informed the public of the new
Commission rule regarding early site
reviews; asked for comments on the DES
from interested pdrsons: and advised
that a notice of hearing would be
published. Also in June 1977,
Supplement No. 1 to the Blue Hills Site
Review concerning the review of this
application by'the Advisory Committee
on Reactor Safeguards was published.
On October 31,1977, the Applicant
submitted an amendment to its
application to comply with the new rule
which requires proposed findings on
issues on which the Applicant seeks a
partial initial decision.

As described in detail in Applicant's
proposed findings dated October 21,
1977, the Applicant identified the issues
of site suitability for w':hich early
consideration is sought, including:
Whether, from both an environmental
and safety standpoint, the Blue Hills site
is suitable with respect to geographical
and demographical characteristics;
terrestrial and aquatic ecology
considerations; meteorology
considerations; hydrology
considerations; water and land use;
geology and seismology considerations;
regional historical, archeological, scenic,
cultural and natural landmark features;
and economic impact considerations.

In the event the Board makes
favorable findings on these issues, the
partial decision shall remain in effect for
a period of five years or, where the
Applicant for the construction permit
has made timely submittal of the
information required to support the
application, until the proceeding for a

permit to construct a facility on the site
identified in the partial decision has
been concluded, unless the Commission,
Atomic Safety and Licensing Board,
upon its own initiative or upon motion
by a party to the proceeding, finds that
there exists significant new information
that substantially affects the earlier
conclusion and reopens the hearing
record on site suitability issues.

This proceeding is not a contested
proceeding, as defined by 10 CFR 2.4(n).
and the Board will determine without
conducting a de novo evaluation of the
application whether the application and
the record of the proceeding contain
sufficient information and whether the
review conducted by the Commission's
Staff pursuant to the National
Environmental Policy Act of 1969
(NEPA) has been adequate.

With respect to the Commission's
responsibilities under NEPA and
regardless of whether the proceeding is
contested or uncontested, the Board
will, in accordance with § 51.52(c) of 10
CFR. Part 51:

(1) Determine whether the
requirements of section 102(2) (A), (C)
and (E) of NEPA and Part 51 as far as
applicable have been complied with in
this proceeding;

(2) Independently consider the final
balance among, conflicting factors
contained in the record of the
proceeding- and

(3) Determine after w,'eighing the
environmental, economic, technical and
other benefits against environmental
and other costs, and considering
available alternatives, the suitability of
the site with respect to the factors
reviewed, and whether the partial Initial
Decision should be issued, denied or
appropriately conditioned to protect
environmental values.

Any person who does not wish, or is
not qualified, to become a party to this
proceeding may request permission.to
make a limited appearance pursuant to
the provisions of 10 CFR 2.715, as
amended. A person making a limited
appearance may make an oral or written
statement on the record. He does not
become a party, but may state his
position and raise questions which he
would like to have answered to the
extent that the questions are within the
scope of site suitability. Limited
appearances will be permitted at this
evidentiary hearing, within such limits
and on such conditions as may be fixed
by the Board. Persons desiring to make a
limited appearance are requested to
inform the Secretary of the Commission
by May 1,1979. The presiding Atomic
Safety and Licensing Board may make
further provisions with respect to
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limited appearances during the course of
the evidentiary hearing.

The final prehearing conference in this
proceeding will be held at 9:00 a.m. on
May 8,1979 at the above-described
location. At the conclusion of this
prehearing conference, the members of
the Licensing Board will make a site
inspection of the proposed site for this
facility. -

Dated at Bethesda, Md., tis 6th day of
April 1979.

For the Atomic Safety and'Licensing Board.
Marshall E. Miller,
Chairman.
(Docket Nos. STN 50-510;- 5-11]
(FR Doec. 79-11503Filed 4-12-7M 8:45 am]
BILWNG CODE 7590-dl-M

Public Meeting on Transportation of
Radioactive Materials

The Nuclear Regulatory Commission
(NRC) and the Denver Research
In.titute, at the University of Denver,
are conducting a public meeting in
Jackson, Wyoming on April 24-25,1979
to gather information and ideas on the
socio-economic aspects of the
transportation of low specific activity
radioactive materials, and to examine
the present lines of communication
between the Nucledr.Regulatory
Commission, the -uranium industry and
the general public.

The meetings will be held at the
Ramada Snow King Lodge, in Jackson,
Wyoming from 9 a.m.-5 p.m. onApril 24
and 25,1979. All sessions are open to
the public. Reports will -be filed in the
NRC's Public Document Room, 1717 "E"
Street, NW., Washington, D.C. 20555.

Persons who wish further information
should contact Dr. Dean Norris,
Laboratory of Applied Mechanics,
DenverResearch Institute, University of
Denver, Denver, Colorado 80208 on (303):
753-3361.

Dated at Bethesda, Maryland this 6 day of
April 1979.

For the Nuclear Regulatory Commission.
Sheldon A. Schwartz,
Assistant Director for Program Development. Office of State
Programs.
[FR Doc.79-11498 Filed 4-12-7 845 am]
DILWNG CODE 7590-01-M

Tech/Ops; Denial of Petition for
Rulemaking With Regard to Surface
Radiation Level Limit of Packages
Prepared for Transport

Notice is hereby given that -the
Nuclear Regulatory Commission (NRC)
has denied a petition for rulemaking,
submitted by letter dated April15, 1977
by Tech/Ops, Radiation Products

Division, 40 South Avenue, Burlington,
Massachusetts, -which requested the
NRC to amend its regulations in 10 CFR
Part 20, "Standards for Protection
Against Radiation." This petition is
being denied by the Executive Director
for Operations in accordance with,10
CFR 1.40(o)

The petitioner requested the NRC to
revise 10 CFR 20.205(c)(2) to read as
follows:

If rediation levels are found at five
centimeters from the external surface of the
package in excess of 100 millirem per hour, or
at threelfeet from the external surface of the
package in excess of 10 millirem per hour, the
-Licensee-shall immediately notify by
telephone and telegraph, mai]gram or
facsimile, the.Director of the appropriate
NRC Regional Office listed in Appendix D,
and the final delivering carrier. Radiation
"levels shall be determined by measurements
averaged over a cross sectional area of ten
suare centimeters with no linear.dimension
greater than five centimeters.

The petitioner-stated that
specification of radiation level limits at
a distance of 5 centimeters from the
surface of the package allows the level
to be actually measured at the axis of a
detector. The petitioner further stated
that specification of the area over -which
the intensity may be averaged
minimizes the inconsistencies in the
-radiation levels recorded for the same
package by different persons. Such
inconsistencies may occur because of
the use of radiation detectors with
different sensitive volumes in-on-
uniform radiation fields.
A notice of filing of petition, Docket .

No. PRM-20-9, was published in the
Federal Register on May 19,1977 (42YR
-25787). The comment period expired July
18, 1977.

Five persons submitted comments.
Four recommended that the petition be
denied. The main bases for the
recommendation were 1) .the present
regulation is adequate and presents no
difficulty-to the commenter; (2) the
practical difficulties.involved in assuring
and documenting compliance with the
detailed requirement specified in the
proposed change, when applied to
thousands of measurements under all
conditions, would outweigh any
potentialgood from the increased
measurement precision that .might result
from the use of such techniques, and (3)
a lower reporting level would reduce the
number of curies allowed in one
package for waste shipments and
substantially increase the cost of waste
disposal'by increasing the number of
containers required without a
correspondingbeneficial effect of
reducing the total "man-rem ' exposure.

The fifth commenter also opposed the
petition but suggested the radiation level
limit proposed by the petitioner be
reduced to 75 millirems per hour or,
preferably, to 50 millirems per hour at 5
centimeters from the surface.

The regulation, 10 CFR 20.205(c)(2),
requires a licensee who receives a
package of radioactive material in
excess of Type A quantity to monitor
the external radiation levels both at the
surface and at 3 feet from the surface of
the package. If the radiation levels
exceed the limits prescribed by the
regulation of the Department of
Transportation (DOT), 200 millirems per
hour at the surface or 10 millirems per
hour at 3 feetfrom the surface, the
licensee is required to immediately
report that fact to the NRC and to the
final delivering carrier. I

If the proposed change were adopted,
a licensee would be required to report
when the radiation leval exceeded 100
millirems per hour at a distance of 5
centimeters from the surface of a
package. Such a limit would correspond
to different surface radiation levels
depending on the package size: Less
than 200 millirems per hour for large
packages (i.e., packages with all three
dimensions greater than 10 inches) and
greater than 200 millirems per hour for
small packages (i.e., packages with at
least one dimension equal to or less
than 10 inches). Hence, licensees who
received large packages would be
required to report radiation levels to
NRC and the carrier even when the
surface radiation levels were below the
DOT regulatory limit, but licensees who
received small packages would not have
to report although the surface radiation
levels exceeded the DOT regulatory
limit. This inconsistency in reporting
requirement, which would depend on
package size, appears unjustified.

The petitioner also suggested that the
radiation levels be determined by
measurements averaged over a cross-
sectional area of 10 square centimeters
with no linear dimension greater than 5
centimeters. The staff believes that the
averaging of radiation levels over the
cross-sectional area of a probe of
reasonable size is acceptable for
demonstrating compliance with the
requirements specified in 10 C"R
20.205(c)(2). By "a probe of reasonable
size;" we mean (1) the sensitive volume
of the probe is small compared to the
volume of the package to be measured
and (2) the largest linear dimension of
the sensitive Volume of the probe ino
greater than the smallest dimension of
the package. For example, Geiger-
Mueller tubes may be used for both
small and large packages but Ionization
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chambers should be used, only for large
packages. Hence, a more rigid.
requirement orr averaging surface?
radiation levels to demonstrate
compliance with 10 CFR 20.205(c)(2) is
not warranted. However, it should be
noted that such-averaging is- not
acceptable for demonstrating that there
are no. cracks, pinholes, uncontrolled
voids, or other defects prior to the first
use of any-packaging for the shipment of
licensed materials as required by 10
CFR. 71.53.

The staff has also considered the
advantages and disadvantages in
changing the radiation level limit from
200 millirems per hour at surface to 100
millirems per hour at a distance of 5
centimeters from the surface of a'package. It concluded that such change
would not be in the public interest
based on the following considerations:

(1)'Although the proposed change
would reduce the surface radiation level
that would be permitted for larger
packages, it would significantly increase
the surface radiation level limit, up to
400 millirems per hour, permitted for
smaller packages. Sinceby far the
greatest number of packages shipped
are the smaller packages and the
smaller packages are handled by hand
more frequently than larger ones, the
proposed change would be expected to
result in higher collective hand doses to
handlers. Furthermore, it does not
appear justified to restrict surface
radiation levels of larger-packages to
lower values where direct exposures
under contact or close to contact
conditions are unlikely or to allow levels
to be increased for smaller packages
where contact exposures are frequent.

(2) The-petitioner stated, "A package
with a-2.inch-source to-surface distance
would provide an exposure rate of only
1.1 millirem per hour at three feet from
the surface under the proposed change
whereas, under the current regulation,
packages can have exposure rates of 10-
millirem per hour at this distance," This
statement is misleading. Under the"
current regulation, &package must meet
both radiation level limits, 200 millirems,
per hour on the surface and 10 millirems,
per hour at 3 feet from the surface of the,
package. In fact, the current surface
radiation level limit for a package with a
2-inch source to surface distance would
restrict the exposure rate to about 0.5
milliren per hour at three feet from the
surface of the package.

(3) The staff believes the adoption of
the proposed change-would impose- an
unnecessary and increased burden on
licensees without commensurate benefit
to the public. The proposed change
would require licensees to use specific

types of radiation detection instrument
with small diameters and limited
sensitivevolumes; eg., it would
eliminate the use of ionizatior-chamber
instruments for surface radiation level
measurements. In addition, it would
require monitoring personnel to keep the
center of the sensitive volume of the
detector at 5 centimeters from the
surface. The current practice is to place
an.instrument probe as close-as possible
to the package and pass theinstrument
over the entire package surface to
assure the level at all points on the
surface are within the limit. The
elimination of ionization chamber type
of instruments and the change of current
practice of measuring surface radiation
levels are unwarranted because no
health and safety benefit would accrue
from such change.

One commenter suggested that the
radiation level limit be reduced to 75 or
50 millirems per hour at 5 centimeters
from the surface of a package. Although
this suggestion would reduce the surface
radiation level limit of most packages
(large and small) to less than the current
surface radiation level limit, it again
appears unjustified to restrict to lower
values the surface radiation level of
large packages whose direct exposures
under contact are unlikely or to allow
higher surface radiation levels for
smaller packages whose contact
exposures are frequent.

However, the staff recognizes the.'
potential difficulty certain licensees may
have in interpreting the regulation in 10.
CFR 20:205(c](2) as to whether a precise
determination of surface radiation level
is required.

In a letter to the petitioner dated
December 5, 1977, the staff stated, "As
with any regulation, the (safety) limits
must be given as exact, precise values.
The methods of demonstrating
compliance with these limits are usually
left to the regulated person. Any method
which provides a reasonable
demonstration of compliance will be
accepted. In most cases exact measured
values are not required."

The staff indicated that precise
measurements exactly on the surface of
the packages are not necessary nor
required under 10 CFR 20.205(c)(2).
Measurements at some distance from
the surface are acceptable if it can be
shown from the measured value that the
radiation level on the surface is likely to
meet the regulatory limit.

In the same letter, the staff stated it
might be appropriate to issue a
regulatory guide to explain the
regulation in 10 CFR 20.205(c)(2) and to,
propose a method of surface radiation
level measurement that is acceptable to

NRC. The staff is now developing such a
regulatory guide.
After careful consideration of the

petition and the public comments
thereon, thL staff concluded that the
proposed change would lead to cost
increase without corresponding benefit
of improving public health and safety. In
fact, such a change would result in
higher collective hand dose of package
handlers. However, the staffbelieves a
regulatoryguide should be issued
promptly to clarify the meaning of the
relevant regulation.

In view of the foregoing, the NRC
hereby denies the petition for
rulemaking filed by Tech/Ops on April
15,1977. Copies of the petition for
rulemaking, the comments thereon, and
the NRC's letter of denial are available
for public inspection in the NRC's Public
Document Room at 1717 H Street NW..
Washington. D.C.

Dated at Bethesda, Md, this 23rd day
of March 1979.

For the Nuclear Regulatory Commission.
L"' V. G,,ck.

joce~c N,,Lm-3.s

NUCLEAR REGULATORY
COMMISSION

Boston Edison Co. (PIgrim Nuclear
Generating Station, Unit 2); Order for
Resumption of EvIdentiary Hearing

The Regulatory Staffs motion
concerning the time for the resumption
of the evidentiary hearing in this case is
opposed by the Commonwealth of
Massachusetts. Each of those parties
proposed differing dates for the start of
the resumed hearing.

Upon consideration of all the
circumstances, the Licensing.Board
hereby orders that the evidentiary
hearing on all outstanding matters shaR
resume on Thursday, May 24,1979, at 1
p.m., at the Memorial Hall, Blue Room.
83 Court Street. Plymouth.
Massachusetts. The hearing will
continue at that same place on Friday.
May 25 (for a full day), and on Tuesday,
May 29 through Friday, June 1,1979.

Linilted appearances wilibe received
on the first day of the resumed
evidentiary hearing.

It is so ordered.

Dated at Bethesda, Maryland this 6th day
of April 1979.
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The Atomic Safety and Licensing Board.
Edward Luton.
Chairman.

[Docket No. 6.471]
[FR Doc. 79-11506 Filed 4-12-R &45 am]
BILUN CODE 7590-01-M

Georgia Power Co., et al.; Granting
Relief From ASME Section XI Inservice
Inspection (Testing) Requirements

The U.S. Nuclear Regulatory
Commission (the Commission) has
granted relief from certain requirements
of the ASME Code, Section XI, "Rules
for Inservice Inspection of Nuclear
Power Plant Components" to the
Georgia Power Company, Oglethorpe,
Electric Membership Corporation,
Municipal Electric Assoqiation of
Georgia, and the City of Dalton, Georgia.
The relief relates to the inservice
inspection (testing) program for the
Edwin I. Hatch Nuclear Plant, Unit 2,
located in Appling County, Georgia. the
ASME Code requirements are
incorporated by reference into the
Commission's regulations in 10 CFR Part
50. The relief is effective as of its date of
issuance.

The relief is granted, on an interim
basis, pending completion of our
detailed review, from those inservice
inspection and testing requirements of
the ASME Code thatthe licensee has
determined to be impractical within the"
limitations of design, geometry, and
materials of construction of components,
because compliance would result in
hardships and unusual-difficulties
without a compensating increase in the
level of quality or safety.

The request for relief complies with
the standards and requirements of the
Atomic Energy Act of 1954, as amended
(the Act), and the Commission's
regulations. The Commission has made
appropriate findings as required by the
Act and the Commission's regulations in
10 CFR Chapter I, which are set forth in
the letter granting relief. Prior public
notice of this action was not required
since the granting of this relief from
ASME Code requirements does not
involve a significant hazards
consideration.

The Commission has determined that
the granting, of this relief will not result
in any significant environmental impact
and that pursuant to 10 CFR § 51.5[d)(4)
an environmental impact statement or
negative declaration and environmental
impact appraisal need not be prepared
in connection with this action. .

For further details with respect to this
action, see (1) the request for relief
dated August 3, 1978 and (2) the

Commission's letter to the licensee
dated April 3,1979.

These items are available for public
inspection at the Commission's Public
Document Room, 1717 H-Street, N.W.,
"Washington, D.C.'and at the Applying
County Publid Library, Parker Street,
Baxley, Georgia 31513. A copy of item
(2) may be obtained upon request
addressed t6 the U.S. Nuclear ,
Regulatory Commission, Washington,
D.C. 20555, Attention: Director, Division
of Operating Reactors.

Dated at Bethesda, Maryland, this 3rd day
of April 1979.

For the Nuclear Regulatory Commission.
Thomas A. Ippolito,
Chief Operating Reactors Branch No. 3, Division of Operat-
ing Reactors.

[Docket No. 50-321]
[Fr Doc. 79-11505 Filed 4-1Z-7; 8:45 am]
BILLING CODE 7590-01-M

OFFICE OF PERSONNEL
MANAGEMENT

Federal Employees Health Benefits
Program; Special Open Season
AGENCY: Office of Personnel
Management.
ACTION: Notice.

SUMMARY: Notice is hereby given that
pursuant to the authority contained in
Section 8913 of title 5, United States
Code, and § 890.301(d)(2) of 5 CFR Part
890, the Office of Personnel '
Management hereby announces that a
special open season will be conducted
for Federal employees and annuitants
from May 15 to May 31, 1979. This
special open season will be limited to
Federal employees and annuitants living
in the enrollment areas of two
comprehensive medical plans recently
approved for participation in the Federal
Employees Health Benefits Program
effective July 1, 1979. These plans and
their respective enrollment areas are as
follows: -

1. Health Assurance Plan. Cook and
DuPage counties in the Chicago, Illinois
area, and Fulton, Peoria, Tazewell, and
Woodford counties in the Peoria, Illinois
area.

2. Michigan HMO Plans, Inc. City of,
Detroit, Michigan, and surrounding
communities of Ecorse, Ferndale,
Hamtramck, Harper Woods, Highland
Park, Lathrup Village, Lincoln Park,,
Melvindale, Oak Park, Redford, River
Rouge, Royal Oak Township, and
Southfield.

During the special open season, an
enrolled employee or annuitant living in
the enrollmentarea of one of the new
comprehensive plans may change

enrollment from the plan in which he or
she is already enrolled to the newly
approved plan. Any change in
enrollment made in conjunction with the
special open season must, however, be
for the same type of coverage (self only
6r self and family) as the present
enrollment..

A special open season change will be
effective on the first day of the first pay
period which begins after June 30,1979,
and, in the case of an employee, which
follows a pay period during any part of
which he or she is in pay status.

Federal employees and annuitants
may obtain further information on the
special open season from their
personnel office (if a current employee)
or retirement system (if retired) or by
writing to the Office of Personnel
Management, Federal Employees Health
Benefits Program, Washington, D.C.
20415.

For the Office of Personnel Management.
Beverly MK Jones,
Issuance System Manager.

[FR Doec. 79-11480 Fled 4-12-79, &45 am]

BILIWNG CODE 6325-01-M

POSTAL SERVICE

Adoption of New Domestic Mail
Classification Schedule

On April 3, 1979, the Governors of the
United States Postal Service considered
a recommended decision of the Postal
Rate Commission concerning the mail
classification schedule. The Postal Rate
Commission issued this recommended
decision in its Docket No. MC76-5 on
November 29, 1978. Pursuant to 39 U.S.C.
3625, the Governors adopted the Rate
Commission's recommended decision,
and the Board of Governors, by
resolution, ordered that mail
classification schedule placed in effect
at 12:01 a.m., April 15,1979. As a result
of the Governors' decision, and the
Board's resolution, the current Domestic
Mail Classification Schedule will be
superseded by a more extensive
schedule. The Rate Commission's
recommended decision, its opinion, and
the portions of the Docket No. MC76-5
record pertaining thereto, are concerned
with the extent to which, and the
particularity with which, subject matter
areas should be set out In the mail
classification schedule. No changes in
Postal Service operations or regulations
were intended or will'occur. Persons
desiring to Inspect the new schedule
may do so during regular business hours
at the United States Postal Service
library at Headquarters, 475 L'Enfant
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Plaza West, S.W., Washington, D,C.
20260.

W. Aen Sandem
ActingDeputy aeneral Counel
[FR Do=. 7%-"51 Fled 4-2-79; &45 am]

BtiLNG CODa771%-12-M

SECURITIES AND EXCHANGE
COMMISSION

PacificaStock Exchange Inc.; Proposed
Rule Change by Self Regulatory
Organization

April 6, 1979.

Pursuant to Section 19(b)(1) of the
Securities Exchange Act of 1934, 15
U.S.C. 78s(b) (1), as amended by Pub. L.
No. 941-29,16 (June 4,1975), notice is
hereby given that on March 12, 1979 the
above-mentioned self-regulatory
organization filed with the Securities
and Exchange Commission a proposed
rule change as follows:

Exchange's Statement of the Terms of
Substance of theProposed Rule Change

The Pacific StockExchang%
Incorporated ("PSE") hereby proposes to
amend Rule V1, Section 35 by deleting
present Rule VI, Section 35 and adopting
a new Rule VI, Section 35 as follows:

RUIEVI

Sales-Communications

Sec.35
(a) Approval by Registered Options

Principal. All advertisements and sales
literature issued by a member ormember
organization pertaining to options shall be
approved in advance by a general partner or
officer of the member organization who is a
Registered Operations Principal, and copies
thereof together with the names of the
persons who prepared the material and, in
the case of sales literature, the source of any
recommendations contained therein shall be
retained by the member organization and be
kept readily available for examination by the
Exchange for a-period of three years.

(b) Standards ofApprovaf No
advertisement or sales literature shall be
approved under paragraph [a) of thisRule
which:
(i) contains any untrue statement or

omission of a material fact or is otherwise
false or-misleadingr
(V) contains promises of specific results,

exaggerated or uhwarranted claims, opinions.
for which there is no reasonable basis or
forecasts of future events which are
unwarranted or which are not clearly labeled
as forecasts;

(iv) otherwise fails- to meet the standards
prescribed by Rule XVI of the Exchange
Rules;

(v) would constitute a prospectus as that
term is defined in tMe Securities Act of 1933,
unless it meets the requirements of Section
10 of saidAcL

(c) Exchange Approval Required for
Options Advertisements. In addition to the
approval by a Registered Options Principal
required by porgraph (a) of this Rule, every
advertisement of amember or member.
organization pertaining to options shall be
submitted to the Compliance Department of
the Exchange at least ten days prior to use
(orsuch shorter period as the Department
may allow in particular instances) far
approval and, if changed or expressly
disapproved by the Exchange, shall be
withheld from circulation until any changes
specified bythe Exchange have been made
and further, in the event of disapproval, until
the advertisement has been resubmittedfor
and has received, Exchange approval The
requirements of this paragraph shall not be
applicable to:
() advertisements submitted to and

approved by another self-regulatory
organization having identical requirements
regarding approval of advertisements
pursuant to an arrangement approved by the
Exchange,

(ii) advertisements in which the only
reference to options is contained in a listing
of the services of a member organization; and

(ii) advertisements approved within the
last six months.

(d) Except as otherwise pro vided in the
Commentary hereunder, no written materials
respecting options may be disseminated to
any person without prioror contemporaneous
dissemination to such poson of a current
prospectus of the Options Clearing
Corporation.

(e) Definitions. For purposes of this Rule.
the following definitions shall appl-
() The term "advertisement"shaLI include

any material that reaches a mass audience
through publicimedia such as newspapers.
periodicals, magazines, radio, television.
telephone recording, motion picture, audio or
video device, billboards, signs, or through
letters designed for custamermailing not
accompanied or preceded by a current
prospectus of the Options Clearing
Corporation.

ii) The term "sales literature"shall
include any communication for distribution
to customers or the public (or which may be
made accessible to customers or the public)
which contains any analysis, report,
recommendation, opinion, prediction or
comment with respect to options underljig
securities or market conditions, or any
seminar text which pertains to options and
which is communicated to customer; or the
public at seminars, lectures or similar such
events, or any exchange-produccd materials
pertaining to options.
Commentary...

.01 The special risks attendant to options
transactions and the compladties of certain
options investment strategies shall be
reflected in any advertisement or sales
literature which purports to discuss the uses
or advantages of options. in the preparation
of communications respecting options, the
follo wing guidelines should be observe&'

A Any statement referring to the
opportunities oradvantages presented by
options should be balanced by a statement of
the corresponding risks. The risk statement

should reflect the same degree of spacficity
as the statement of opportunities, and broad
generalities should be avoided Thus a
statement such as "with options, an investor
has an opportunity to earn profits while
limiting his risk of loss". shouldbe balanced
by a statement such as "Of course, an
options investor may lose the entire amomt
committed to options in a relativel3short
period of time."

B. It should not be suggested that options
are suitable formost investors, arforsmall
investors. Indeed, it is stranglysuggestedthat
there be included in all iterature discsig-
the use of options a warning to the effect that
options are not foreveryane.

C. Statements suggesting the certait
availability of a secondary market fo:
options shouldna! be mad

.O2Advetisements pertainng ta options
shall conform-ta thefollowing standardsk

A. Advertisements may only be used (and
copies of the advertisements may besent to,
persons who have not received prospectus of
The Options Clering Corporation) if the
material meets therequirements of Rul 134
underthe SecuritiesActof i.933, osthatR ie
has been interpreted as applying ta optiors.
UnderRule 134, advertisements must be
limited to general descriptionz of the securty
being offered and of its issuar
Advertisements underthis Rule shall state
the name and address-of the person frm
whom a current prospectus of The Options
Clearing Corporation maybe obtained Suck
advertisements may have-thefolIo wing
characteristics:

(i) The text of the advertisement may
contain a brief descriptin ofsuchr options,
including astatement that theissuerof every
such option is The Options Clearing
Corporation. The textmay aso contain a
brief description of the general attributes and
method of operatior of the exchange or
exchanges on which such options are traded
and of The Options Clearing Corporation,
including a discussion ofhow the price of an:
option is determined on the trading floor(s) of
such exchange(s):

(i) The advertisement mayinclude any
statement required by any state law or
administrative authority;

(iii) Advertising designs and devices.
including borders, scrolls. arrow, pointe ,
multiple and combinedlogos and unusual
t3pe spaces and lettering as well as attention
getting headlines and photogrophs and other
graphics maybe used provided such
material is not misleadng.

B. The use ofper(ormance figures.
including annualized rates of retur, are not
permitted in any advertisement partaining to
options.

.t73 Sales literature-pertaining to optior07
must be preceded or accompanied by a
current prospectus of The Options Cedig
Corporation and shall conform to the
following standards

A. Such Literature may contain pa,-fea-ted
performance fig ures (including profected
annualked rate of return in connection with
coveredcall option wrting programs)
pravidedthat -

(i) no suggestion of certaint-of future
performance ismade;
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(ii) parameters relating to such
performance figures are clearly established
(e.g., to indicate exercise price of option,
purchase price of the underlying stock and its
market price, option premium, anticipated
dividends, etc.);

(iii) commissions, transaotion costs and
interest charges (if applicable with regard to
margin transactions) are included in all
calculations; and such returns are plausible
and are intended as a source of reference or
a comparative device to be used in the
development of a recommendation;
. (iv) any assumptions made in such.

calculations are clearly identified (e.g.,
"assume option expires", "assume option
unexercised', "assume options exercised,"
etc.); and

(v)further provided, in the case of
literature relating to annualized rates of
return, that such returns are not calculated
on any more than four (4) consecutive three-
month option periods; any formulas used in
making calculations are clearly displayed,
and a statement is included to the effect that
the annualized returns cited might be
achieved only if the parameters described
can be duplicated.

B. Sales literature featuring records and
statistics concerningpast recommendations
shall include the date of each initial
recommendation, the price(s) of sach security
at that date and at the end of the period
when liquidation of the security position(s)
was suggested, and the trend of the market
during that period. Records and statistics
must be confined to a specific "universe'"
e.g., (i) the work of one research analyst for a
period of at least one year, (it) the work of an"
entire firm for a period of at least one year;,
(ii) the results of all accounts under
management for a period of at least one year,
or (iv) some other clearly definable area
which can be fully isolated and
circumscribed. All such sales literature shall
state that the results presented should not
and cannot be viewed as an indicator of
future performance.

(C) All sales literature shall state that
supporting documentation for any claims,
comparisons, recommendations, statistics or
other technical data, will be supplied upon
request.

Exchange's Statement of Basis and
Purpose

The basis and purpose of the
foregoing proposed rule change are as
follows:

The purpose of the proposed rule
change is to amend Exchange Rule VI,
Sbction 35, (concerning advertisements,
market letters and sales literature
relating to options] to conform with
similar proposals of other options
exchanges and to reflect uniform
policies and standards applicable to
options sales communications directed
to public investors by Exchange
members and member organizations.

As used herein, communications with
the public involving options include, in a
broad sense, both advertisements and

sales literature (as those terms are
defined in paragraph (e) of proposed
Rule VI, Section 35). Basically, 6
communication which meets the
standards of an advertiseinent may be
disseminated to the public without a
prospectus; sales literature, however,
must be preceded or accompanied by a
prospectus.

The proposed rule sets forth the
several procedures and standards which
member firms must follow in preparing
(and obtaining approval, where
required) options related advertisements
and sales literature. In part, the rule
incorporates traditional standards of
truthfulness and good taste required of
non-options marketing material and
clarifies certain specific requirements
pertaining to exchange-traded options.

While all options exchanges presently
have rules similar to Exchange Rule VI,
Section 35, the exchanges have sought to
further refine such rules in light of
experiences gained since the
establishment of their respective options
program. In recognition, of the need for
uniformity in the area of
communciations with the public relating
to exchange-traded options,
representatives of the Amex, CBOE,
Midwest, Pacific and Philadelphia
Exchanges have conducted during the
past several months an in-depth review
of present rules. Two of the objectives of
the review are: (i] to prepare rule
changes which would reflect unifbrm
policies and standards applicable to
communications with the public
concerning options; and (ii) to prepare
an industry-wide publication which
would amplify on such rules and assist
firms in their preparation of such
communications.

In additiorto retaining certain
specific requirements (such as OCC
prospectus availability) and general
requirements (such as general standards
of truthfulness and good taste discussed
above), the proposed rule seeks to: (1)
expand te definitions of the terms
"advertising" and "sales literature" (see
Rule VI, Section 35(e)), (2) eliminate, in
the case of dual members, the need for
approvals of advertisements by more
than one exchange and permit a firm to-
submit advertisements to any one
exchange in which it maintains a
membership for necessary
prepublication approval. (See Rule VI,
Section 35(c)) and (3) establish uniform
standards to be used-in discussion of
rates of return, annualized retuins,
recommendations and performance
figures (see Rule VI, Section 35,
Commentary .02 and Rule VI, Section 35,
Commentary .03).

Following Commission approval of the
proposed rule change, the options
exchanges intend to jointly publish a
booklet, tentatively entitled Guidelines
for Options Communications, which Is
designed to assist member firms to
maintain proper standards In their
preparation of communications with the
public. The booklet will also serve to
explain and amplify upon exchange
rules relating to options sales
communications and ensure a uniform
referende source applicable to all firms
who communicate with the public
respecting options.

The basis for the proposed rule
change is found in Section 6(b)(5) of the
Act which provides, in pertinent part,
that Exchange rules be designed to
promote just and equitable principles of
trade and.protect investors and the
public interest.

Comments have neither been solicited
nor received from members on the
proposed rule change.

The proposed rule change imposes fio
burden upon competition.

On or before May 18,1979, or within
such longer period (i) as the Commission
may designate up to 90 days of such
date if it finds such longer period to be
appropriate and publishes Its reasons
for so finding, or (ii) as to which the
above-mentioned self-regulatory
organization consents, the Commission
will:

(A) By order approve such proposed
rule change, or

(B) Institute proceedings to determine
whether the proposed rule change
should be disapproved.

Interested persons are invited to
submit written data, views and
arguments concerning'the foregoingt
Persons desiring to make written
submissions should file six copies
thereof with the Secretary of the
Commission, Securities and Exchange
Commission, Washington, D.C. 20549.
Copies of the filing with respect to the
foregoing and of all written submissions
will be available for inspection and
copying in the Public Reference Room,
1100 L Street, N.W,, Washington, D,C,
Copies of such filing will also be
available for inspection and copying at,
the principal office of the above-
mentioned self-regulatory organization.
All submissions should refer to the file
number referenced in the caption above
and should be submitted on or before
May 4, 1979.
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For the Commission by the Division of
Market Regulation, pursuant to delegated
authority
George A. Fitzsmmons.

SearetwOy.

April 6,1979.
[RA. No. 34--5704 File No. SR.PSE-79-2]
[FR Do=. 79-11485 Fied 4-12-79; &45 aM]

BILUNG CODE 8010-01-M

SECURITIES AND EXCHANGE
COMMISSION

Arrow Electronics, Inc.; Application To
Withdraw From Listing and
Registration

April 5,1979.
The above named issuer has filed an

application with the Securities and
Exchange Commission, pursuant to
Section 12(d) of the Securities Exchange
Act of 1934 and Rule 12d2-2(d)
promulgated thereunder, to withdraw
the specified security from listing and
registration on the AMERICAN STOCK
EXCHANGE, INC. ("Amex").

The reasons alleged in the application
for withdrawing this security from
listing and registration include the
following:

The common stock of Arrow
Electronics, Inc. (the "Company") has
been listed for trading on the Amex
since June 29, 1961. On February 20,
1979, the stock was also listed for
trading on the New York Stock

. Exchange, Inc. ("NYSE") and
concurrently therewith, such stock was
suspended from trading on the Amex.
The Company does not see any
particular advantage in the dual trading
of its stock and believes that dual listing
would fragment the market for such
stock.

Any interested person may, on or
before May 4, 1979, submit by letter to
the Secretary of the Securities and
Exchange Commission, Washington,
D.C. 20549, facts bearing upon whether
the application has been made in
accordance with the rules of the
Exchange and what terms, if any, should
be imposed by the Commission for the
protection of investors. The Commission
will, on the basis of the application and
any other information submitted to it,
issue an order granting the application
after the date mentioned above, unless
the Commission determines to order a
hearing on the matter.

For the Commission, by the Division
of Market Regulation, pursuant to
delegated authority.
George A. Fttzdmmons,
&ecrtaI7.

[Fe No. 1-4482!
[M Doc. 7D-11484 Filed 4-12-7; 85 em]

BILLING CODE 80101-M

DEPARTMENT OF STATE

Agency for International Development

Board for International Food and
Agricultural Development; Meeting

Pursuant to Executive Order 11769
and the provisions of Section 10(a), (2),
Pub. L. 92-463, Federal Advisory
Committee Act, notice is hereby given of
the twenty-eighth meeting of the Board
for International Food and Agricultural
Development [BIFAD) on April 26,1979.

The purpose of this meeting is to:
receive and discuss the progress reports
of the Joint Research Committee (JRC)
and the Joint Committee for Agricultural
Development (CAD); discuss the status
of the 28 recommended Title XII
University Strengthening Grants; discuss
the status of Review Process for non-
matching Minority Institutions and
additional Matching Formula Proposals;
discuss the Conflict of Interest situation
as it affects BIFAD members and staff,
and discuss future BIFAD roles.

The meeting will begin at 10:00 a.m.
and adjourn at 4:00 p.m., and will be
held in Room 1107, State Department
Building, 22nd and C Streets, N.W.,
Washington, D.C. The meeting is open to
the public. Any interested person may
attend, may file written statements with
the Board before or after the meeting, or
may present oral statements in
accordance with procedures established
by the Board, and to the extent the time
available for the meeting permits. An
escort from the "C" Street Information
Desk (Diplomatic Entrance) will conduct
you to the meeting room.

Dr. Erven J. Long, Director, Office of
Title XII Coordination and University
Relatiofis, Development Support Bureau,
A.I.D., is designated as A.I.D. Advisory
Committee Representative at the
meeting. It is suggested that those
desiring further information write to him
in care of the Agency for International
Development, State Department.
Washington, D.C. 20523, or telephone
him at (703)235-8929.

Datedh April 4,1979.

AJ.E1 Ad. o.-j Cir'.tee -eA-. Bcrdfor kc-er-

[79; D=c 79-1145-2 Vied 44Z49. 8:45 =~J
BILUNG COOE 4710-02-

DEPARTMENT OF TRANSPORTATION

Federal Railroad Administration

Oregon and Northwestern Railroad
C04 Petition for Exemption From the
Hours of Service Act

In accordance with 49 CFR Section
211.41 and Section 211.9, notice is
hereby given that the Oregon and
Northwestern Railroad (O&NW] has
petitioned the Federal Railroad
Administration (FRA) for an exemption
from the Hours of Service Act (83 Stat.
464, Pub. L 91-169. 45 U.S.C. 64a(e)).
That petition requests that the O&NW
be granted authority to permit certain
employees to continuously remain on
duty for in excess of twelve hours.

The.Hours of Service Act currently
makes it unlawful for a railroad to
require or permit specified employees to
continuously remain on duty for a
period in excess to twelve hours.
However, the Hours of Service Act
contains a provision that permits a
railroad, which employs no more than
fifteen employees who are subject to the
statute, to seek an exemption from this
twelve hour limitation.

The O&NW seeks this exemption so
that it can permit certain employees to
remain continuously on duty for periods
not to exceed sixteen hours. The
petitioner indicates that granting this
exemption is in the public interest and
will not adversely affect safety.
Additionally, the petitioner asserts that
it employs no more than fifteen
employees and has demonstrated good
cause for granting this exemption.

Interested persons are invited to
participate in this proceeding by
submitting written views or comments.
FRA has not scheduled an opportunity
for oral comment since the facts do not
appear to warrant it. Communications
concerning this proceeding should
identify the Docket Number, Docket
Number HS-79-4, and must be
submitted in triplicate to the Docket
Clerk. Office of the Chief Counsel.
Federal Railroad Administration, Trans
Point Building. 2100 Second Street, S.W.,
Washington, D.C. 20590.
Communications received before May
11. 1979, will be considered by the FRA
before final action is taken. Comments
received after that date will be
considered as far as practicable. All
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comments received'will be available for
examination both before and after the
closing date for comments, during
regular business hours in Room 4406,
Trans Point Building, 2100 Second
Street, S.W., Washington, D.C. 20590.
(Section 5 of the Hours of Service Act of 1969
(45 U.S.C. 64a), 1.49(d) of the regulations of
the Office of the Secretary, 49 CFR 1.49(d))

Issued in Washington, D.C. on April 5, 1979.
J. W. Walsh.
Chalirman, Ralroad SafetyBoard.

[FRA Waiver Petition Docket HS-79-41
(FR Doc. 72-11563 Filed 4-12-7- 8:45 am]

BILLING CODE 4910-06-M

DEPARTMENT OF TRANSPORTATION
Federal Railroad Administration

Minority Business Resource Center
Advisory Committee;-Meeting

Pursuant to section 19(a) and (2) of the
Federal Advisory Committee Act (Pub.
L. 92-463; 5 U.S.C. App. I), notice is
hereby given of a closed meeting of.the
Minority Business Resource Center
Advisory Committee to be held April 13,
1979, at 10:00 AM until 5:00 PM. at the
Chicago O'Hare Airport Hilton Hotel,
Chicago, Illinois. The agenda, for the
meeting is as follows:

Minority Business Resource Center Venture
Capital Prograi FRA Investment in
MESBICs for the Purpose of Providing
Venture Capital to ]BEs;presentation of
Proposed Investments.

Since these matters involve
commercial or financial information
concerning the LMESBICs which .are
privileged and confidential, the FRA
Administration, pursuant to section (d)

.,of the Advisory Committee Act, and 5
U.S.C. 552-b (4), and (5) has determined
that the entire meeting will be closed to
the public.

In view of the need to make these
investments, in order to make funds
available to MBEs as soon as possible,
and in view of further administrative
steps which have to be taken in order to
enable the MESBICs to make these
investments as quickly as possible, the
normal 15 day notice-could not be
provided.

Information pertaining to the meeting
may be obtained from Mr. Harvey C.
Jones, Advisory Committee Staff
Assistant, Minority Business Resource
Center, Federal Railroad
Administration, 400 7th Street,

,,Southwest, Washington, D.C., 20590,
Telephone (202) 472-2449.

Issued-in Washington, D.C., on April 10,
1979.'
Kenneth E. Bolton.

Executive Director.

[R Do. 11618 Filed 4-12-7-. 8:45 am]

BILLING CODE 4910-06-M

DEPARTMENT OF THE TREASURY

Customs Service

Tariff-Rate Quota for the Calendar
Year 1979, on Fish Dutiable Under
Item 110.50, Tariff Schedules of the
United States (TSUS)

April 5,1979.
AGENCY: U.S. Customs Service,
Department of the Treasury.
ACTION: Announcement of the quota
quantity on certain fish for calendar
year1979.
SUMMARY: The tariff-rate quota for fish.
pursuant to item 110.50, TSUS, for the
1979 calendar year is 42,743,532 pounds.
EFFECTIVE DATES: The 1979 tariff-rate
quota is applicable to fish described in
item 110.50, TSUS, which are entered, or
withdrawn from warehouse, for
consumption during calendar year 1979.
FOR FURTHER INFORMATION CONTACT: -
Helen C. Rohrbaugh, Head, Quota
Section Duty Assessment Division,
Office of Operations, U.S. Customs
Service, Washington, D.C. 20229 (202-
566-8592).
SUPPLEMENTARY.INFORMATION: Each
year the tariff-rate quota for fish
described in TSUS, is from the average
aggregate apparent annual consumption
in the United States .of fish, fresh, chilled
or frozen, fillets, steaks, and sticks, of
cod, cusk, haddock, hake, pollock, and
rosefish, in the three preceding years, as
provided for in headnote 1, part 3A,
schedule 1.

It has been determined that the
average aggregate consumption for
calendar years 1976 through 1978 was
284,956,882 pounds. Therefore, the quota
quantity of fish, item 110.50, TSUS, for
calendar year 1979 is 42,743,532.
R. FChasen.

Commissioner of Customs.
[T.D.79-109],
[FR Doc. 79-11488 Filed 4-12-79; 8:45 am]

BILLING CODE 4810-22-M

Internal Revenue Service

Art Advisory Panel of the
Commissioner of Internal Revenue
Availability of Report on Closed
Meetings
AGENCY: Internal Revenue Service,
Treasury.

ACTION: Notice of Availability of Report
on Closed Meetings of the Art Advisory
Panel.

SUMMARY: The Report is now available,

Pursuant to section 10(d) of the
Federal Advisory Committee Act, 5
U.S.C. App. 1 (1976]; section 8d(3) of the
Office of Management and Budget
(OMB) Circular No. A-03 (3-27-74, as
supplemented; and section 12b of the
Department of Treasury Directive 10--
06.E (9-2-77): A report summarizing the
closed meeting activities of the Art
Advisory Panel during 1978, has been
prepared.

A copy of this report has been filed
with the Assistant Secretary of Treasury
for Administration and is now available
for public inspection at: Internal
Revenue Service, Freedom of
Information Reading Room, Room 1505,
1111 Constitution Avenue, N.W.,
Washington, D.C. 20224.

Requests for copies, at $1.30 each,
should be addressed to: Director,
Disclosure Operations Division, Attn:
FOI Reading Room, Box 388, Benjamin
Franklin Station, Washington, D.C.
20044.

This document does not meet the
criteria for significant regulations set
forth in paragraph 8 of the proposed
Treasury directive appearing in the
Federal Register for Wednesday,
November 8, 1978.

For further lihformation contact: Tom
Hartnett, T:C:E:V, 1111 Constitution
Avenue, N.W., Room 5547, Washington,
D.C. 20224 Telephone (202] 586-4427
(Not a toll free telephone number),
Jeromo Kurtz,
Commissioner.
IFR Doc. 79-11543 Filed 4-12-7. G:45 am]
BILLING CODE 4830-01-M

INTERSTATE COMMERCE

COMMISSION

Assignment of Hearings

April 9,1979.
Cases assigned for hearing,

postponement, cancellation or oral
argument appear below and will be
published 6nly once. This list contains
prospective assignments only and does
hot include cases previously assigned
hearing dates. The hearings will be on
the issues as presently reflected in the
Official Docket of the.Commission, An

.attempt will be made to publish notices
of concellation of hearings as promptly
as possible, but interested parties
should take appropriate steps to insure
that they are notified of concellation or
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postponements of hearings in which
they are interested.

MC 42487 (Sub-882), Consolidated
Freightways Corporation of Delaware,
No. MC 31389 (Sub 266), Mclean
Trucking Company, No. MC 59680 (Sub
220F), Strickland Transportation, No.
MC 110325 (Sub 88F), Transcon Lines,
now assigned for prehearing conference
on April 17,1979, (1 day), in Room 5A15-
17, Federal Building, 1100 Commerce
Street, Dallas, TX.

MC 8964 (Sub-32), Witte
Transportation Company, now assigned
April 17,1979 at St. Paul, MN is
canceled transfered to Modified
Procedure.

MC 139917 (Sub-6F), Searail, Inc, now
assigned for hearing May April 7, 1979 (2
weeks), at Mobile, AL., in a hearing
room to be later designated.

MC-107913 (Sub-18F), F & W Express,
Inc., now assigned for hearing on May 7,
.1979 (2 weeks), at Little Rock, AK., in a
hearing room to be later desinagted.

MC 99610 (Sub-30F), Ross Neely
Express, Inc., now assigned for hearing
on June 4,1979, (3 weeks), at Atlanta,
GA in a hearing room to be later
designated.

MC 124839 (Sub-37F), Builders
Transport, Inc., now assigned May 16,
1979 at Washington, DC is canceled
transfered to Modified Procedure.

MC 41432 (Sub-155F), East Texas
Motor Freight Lines, Inc., now assigned
for prehearing conference on April 18,
1979, at Washington, DC, is advanced to
April 17,1979, at Dallas, TX, in Room
5A15-17, Federal Building, 1100
Commerce Street.

MC 124211 (Sub-336F), Hilt Truck
Lines-, Inc., now assigned for hearing on
April 17,1979,'at Atlanta, GA (1 day); is
postponed indefinitely.
L G. Homme, Jr,

Secretary.

[Notice No. 65]

[FR Doe. 79-11552 Filed 4-12-79; &45 am]

BILLNG CODE 7035-01M-

April 6,1979.

Motor Carrier Temporary Authority
Applications

The following are notices of filing of
applications for temporary authority
under Section 210a(a) of the Interstate
Commerce Act provided for under the
provisions of 49 CFR 1131.3. These rules
provide that an original and six (6)
copies of protests to an application may
be filed with the field official named in
the Federal Register publication no later
than the 15th calendar day after the date
the. notice of the filing of the application
is published in the Federal Register. One

copy of the protest must be served on
the applicant, or its authorized
representative, if any, and the protestant
must certify that such service has been
made. The protest must identify the
operating authority upon which it is
predicated, specifying the "MC" docket
and "Sub" number and quoting the
particular portion of authority upon
which it relies. Also, the protestant shall
specify the service it can and will
provide and the amount and type of
equipment it will make available for use
in connection with the service
contenplated by the TA application.
The weight accorded a protest shall be
governed by the completeness and
pertinence of the protestant's
information.

Except as otherwise specifically
noted, each applicant states that there
will be no significant effect on the
quality of the human environment
resulting from approval of its
application.

A copy of the application is on file,
and can be examined at the Office of the
Secretary, Interstate Commerce
Commission, Washington, D.C., and also
in the ICC Field Office to which protests
are to be transmitted.

Note.-Ati applications sek authority to
operate as a common carrier over irro-ular
routes except as otherwise noted.

Motor Carriers of Property

MC 1515 (Sub-259TA), filed February
6, 1979. Applicant: GREYHOUND
LINES, INC., Greyhound Tower,
Phoenix, AZ 85077. Representative: IV.
L. McCracken (same as applicant).
Passengers and their baggage and
express and newspapers in the same
vehicle with passengers: Between
Buffalo, NY and Junction New York
Hwy 78 and New York Hwy 324 south of
East Amherst, NY serving all
intermediate points: From Buffalo over
the Kensington Expressway (New York
Hwy 33), to junction Genessee Street
(Old New York Hwy 33), then over
Genesee Street via the Greater Buffalo
International Airport to junction New
York Hwy 78, then over New York HVy
78 to junction New York Hwy 324, and
return over the same route, for 180 days.
An underlying ETA seeks 90 days
authority. Supporting Shipper(s):
Amherst Paving, 310 Meyer Road,
Buffalo, NY 14226. Send protests to:
Thomas Klobas, Acting District
Supervisor, Interstate Commerce
Commission, 2020 Federal Building, 230
North First Avenue, Phoenix, AZ 85025.

MC 14215 (Sub-25TA), filed February
16, 1979. Applicant: SMITH TRUCK
SERVICE, INC., P.O. Box 1329,

Steubenville, OH 43952. Representative:
John L. Alden, 1396 West Fifth Ave.
Columbus, OH 43212. Lumber and
composition board, except commodities
in bulk, from Ashtabula, OH to points in
DE, IL, IN, KY. MD, MI. NJ, NY, PA, VA.
and WV, for 180 days. Supporting
Shipper(s): MacMillan Bloedel Building
Materials, 6540 Powers Ferry Road,
Atlanta, Ga 30339. Send protests to: J..A...,
Niggemyer. DS, 416 Old PO Bldg.,
Wheeling, WV 26003.

MC 50935 (Sub-25TA]. filed February
22,1979. Applicant: WOLVERINE
TRUCKING CO.. 1020 Doris Rd.,
Pontiac, MI 48057. Representative:
Robert E. McFarland 999 West Big
Beaver Rd., Suite 1002, Troy, M1 48034.
Malt Beverages, from Milwaukee, WI to
Saginaw County, MI, for 180 days. An
underlying ETA seeks 90 days authority.
Supporting Shipper(s): Muehmelbeck
Distributing Company, 1253 S. Water St.,
Saginaw, ML Auto City Distributors,
Inc., 100 East Johnson St., Saginaw, MI
48 04. Becker Distributing Co., Inc., 1 43
Veteran's Memorial Highway, P.O. Box
416, Saginaw, Ml 48605. Send protests
to: Tim Quinn. DS, ICC, 604 Federal
Building and U.S. Courthouse, 231 IV.
Layfayette Blvd., Detroit, MI 48226.

MC 50935 (Sub-26TA), filed February
22,1979. Applicant: WOLVERINE
TRUCKING CO., 1020 Doris Rd.,
Pontiac, D.11 4S057. Representative:
Robert E. McFarland, 999 West Big
Beaver Rd. Suite 1002, Troy, MI 4S03.
Afalt Beverages, from Newport, KY to
Toledo, OH, for 180 days. An underlying
ETA seeks 90 days authority. Supporting
Shipper(s): Seaway Beverage Company,
3917 Imlay SL, Toledo, OH 43512. Send
protests to: Tim Quinn, DS, ICC, 604
Federal Building and U.S. Courthouse
231 W. Layfayette Blvd., Detroit, MI
4825.

MC 73165 (Sub-464TA), filed February
21.1979. Applicant- EAGLE MOTOR
LINES, INC., 830 33rd Street, North,
Birmingham. AL 35202. Representative:
R. Cameron Rollins, P.O. Box 11033,
Birmingham. AL 35202. Iron andsteel
articles, from the facilities of Inland
Steel Company at East Chicago, IN, to
points in AR. MS, TN, and KY. for 180
days. An underlying EIA seeks 90 days
authority. Supporting Shipper(s): Inland
Steel Company, 30 IV. Monroe Street,
Chicago, IL 69393. Send protests to:
Mabel E. Holston. Transportation
Assistant, Bureau of Operation, ICC,
Room 1616-2121 Building, Birmingham,
AL 35203.

MC 89684 (Sub-104TA), filed February
6,1979. Applicant: WYCOFF
COMPANY, INC., 560 South 300 West,
Salt Lake City, UT 84110.
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Representative: John J. Mdrrell (same
address as applicant). Greeting cards
and related material betweenBrigham
City, UT, and the Los Angelei, CA,
Basin territory which includes that area
embraced by the following boundary:
Beginning at the point the Ventura
County-Los Angeles County Boundary
Line intersects the Pacific Ocean, then
northeasterly along said county line tO
the point it intersects CA Hwy. 118,
approximately two miles west of
Chatsworth, easterly along CA Hwy. 118
to Sepulveda Blvd. to Chatsworth Dr.,
northeasterly along Chatsworth Dr. to
the corporate boundary of the City of
San Fernando to Maclay Ave.,
northeasterly along Maclay and its
prolongation to the Los Angeles
National Forest Boundary, southeasterly
and easterly along the Los Angeles
National Forestand SanBernardino
National ForestBoundary to Mill Creek.
Rd, (CA Hwy. 38), westerly alongMill
Creek Rd. to Bryant St., southerly along
Bryant St. to and including-the
unincorporated community of Yucaipa,
westerly along Yucaipa Blvd. to
Interstate Hwy. 10, northwesterly along
Interstate Hwy. 10 to Redlands Blvd.,
northwesterly along Redlands Blvd. to
Barton Rd., westerly along Barton Rd. to
LaCadena Dr., southerly along
LaCadena Dr. to Iowa Avenue, southerly
along Iowa Ave. to CA Hwy. 60,
southeasterly along CA Hwy. 60 and
U.S. Hwy. 395 to and including the
March Air Force Base, southwesterly
along CA Hwy. 91 (including the entire
City of Riverside) to thejunction of CA
Hwy. 55 and CA Hwy, 91, south along
CAHwy. 55 to the junction of Interstate
Hwy. 5, southeasterly and southerly
along Interstate Hwy. 5 to the junction
of CA Hwy. 1, southwesterlyalong CA
Hwy. 1 to th6 Pacific Ocean, "
northwesterly along the shore line of the
Pacific Ocean to point of beginning, for
180 days. An underlying ETA seeks
authority for 90 days. Note: Applicant
proposes to interline -with other carriers
at Los Angeles, CA. Supporting
Shipper(s): American Greetings
Corporation, 10500 American Rd.,
Cleveland, OH 44144. Send protests to:
L. D. Helfer, DS, ICC, 5301 Federal Bldg.,
Salt Lake City, UT 84138.

MC 94265 (Sub-289TA), filed February
20, 1979. Applicant: BONNEYMOTOR
EXPRESS, INC., P.O. Box 350, Windsor,
VA 23487. Representative:'Olin C.
Cooper, Jr. (same address as applicant).
Meats, meat products, meat byproducts,
and articles distributed by meat packing
houses, as described in Sections A and C
of Appendix I to the report in
Descriptions in Motor Carrier

Certificate, 61 M.C.C. 209 and 766
(Except Hides and Commodities in Bulk)
from the facilities of George A. Hormel
& Co. at or near Beloit, WI to 'points in
MD; VA; WV and DC for 180 days. An
underlying ETA seeks 90 days authority.
Supporting Shipper(s): Geo. A. Hormel &
Company, P.O. Box 800, Austin, MN
55912. Send protests- to: Paul D. Collins,
DS, Rm 10-502 Federal Bldg., 400 North
8th Street, Richmond, VA 23240.

MC 94265 (Sub-290TA), filed February
21,1979. Applicant: BONNEY MOTOR
EXPRESS, INC., P.O. Box 350, 'Windsor,
VA 23487. Representative: William K.
Gainey (same address as applicant).
Foodstuffs, (in vehicles equipped with
mechanical refrigeration) from the
plantsite and storage facilities of Mis.
Smith's Pies at or near Portsmouth, VA
to points in Cleveland, OH; Philadelphia
and Pittsburgh, PA; Brooklyn, NY;
Baltimore, MD; Waihington, D.C.; and
Holland. MI, and their respective
commercial zones for 180 days. An
underlying ETA seeks 90 days authority.
Supporting Shipper(s): Mrs. Smith's
Dessert Services Group, Suite 203,1077
Rydal Road, Rydal, PA 19046. Send
protests to:Paul D. Collins, DS, Rm 10-
502 Federal Bldg., 400 North 8th Street,
Richmond, VA 23240.

MC 94265 (Sub-295TA), filed February
26, 1979. Applicant: BONNEY MOTOR

- EXPRESS, INC., P.O. Box 350, Route 460
* West, Windsor, VA 23487.

Represeiitative: Clyde W. Carver,
Attorney, Suite.212, 5299 Roswell Road
N.E., Atlanta, GA 30342. Manufactured
tobacco and tobaccoproducts; related
advertising and packaging materials;
and display racks, from the facilities of
R. J. Reynolds Tobacco Company at
Winston-Salem, NC to Denver, CO;
Chicago, IL; Grand Rapids, MI;
Mir ."nneapolis, MN; Springfield, MO;
Sioux Falls, SD; and Lubbock and El
Paso, TX, for 180 days. Supporting
Shipper(s): R. J. ReynoldsTobacco
Company, William L. Underwood,
Traffic Supervisor, Fourth and Main
Streets, Traffic Dept. Winston-Salem,
NC 27102. Send protests to: Paul D.
Collins, DS, ICC, Em 10-502 Federal
Bldg., 400 North 8th St., Richmond, VA
23240.

MC 106074 (Sub-85TA), filed February
21, 1979. Applicant-:B & P MOTOR
LINES, INC., Oakland Road & U.S. Hwy
221 South, Forest City, NC 28043.
Representative: Clyde W. Carver, Suite
212, 5299 RoswellRd., NE, Atlanta, GA
30342. (1) Rubber and Plastic articles
(except in bulk, in tank vehicles);'and
(2) miaterials and supplies used in the
manufacture of rubber and pldstic
articles (except in bulk, in tank

vehicles) (1) from the facilities of Entek
Corp. of America at or near Irving, TX to
all points in FL, GA, IL, IN, IA, KS, MO,
NC, SC, and VA; and (2) from all points
in the destination states named In (1)
above, to the facilities of Entek Corp. of
America, for 180 days. Supporting
Shipper(s): Entek Corp. of America, P.O,
Box 61048, Dallas, TX 75261. Send
protests to: District Supervisor Terrell
Price, 800 Briar-Creek Rd-Rm CC516,
Mart Office Building, Charlotte, NC
28205.

MC 107295 (Sub-905TA), filed
February 28,1979. Applicant: PRE-FAB
TRANSIT CO., P.O. Box 146, Farmer
City, IL 61842. Representative: Duane
Zehr, P.O..Box 146, Farmer City, IL
61842. (1) solar energy heating and
cooling systems, parts and accessories
used in operating such systems, wood
burning heating opplicances, irrigation
systems, pipe tubing, light poles and
accessories' thereto, from the plantslte
and warehouse facilities of Valmont
Industries, Inc. at or near Valley,
Nebraska to all points in the U.S. in and
east of North Dakota, South Dakota,
Nebraska, Kansas, Oklahoma, and •
Texas. (2) machinery, materials, and
supplies used in the manufacture and
distribution of the above commodities
from all destination states above to the
facilities of Valmont Industries, Inc. at
Valley, Nebraska. Supporting Shipper(s):
Valmont Industries, Inc., Valley, NE
68064. Send protests to: Charles D. Little,
District Supervisor, Interstate Commerce
Commission 414 Leland Office Building,
527 East Capitol Avenue Springfield, IL
62701.

MC 70515 (Sub-1206TA), filed
February 5, 1979. Applicant:
REFRIGERATED TRANSPORT CO.,
INC., P.O. Box 308, Forest Park, GA
30050. Representative: Alan E. Serby &
Richard M. Tettlebaum, Serby &
Mitchell, P. C., Fifth Floor, Lenox
Towers, South 339(a Peachtree Road, N.
E , Atlanta, Georgia 30326. Such
commodities as are dealt in or used by
chemical manufacturers and distributors
(except commodities in bulk), from the
facilities of Oxford Chemicals at or near
Chamblee, GA to the facilities of Oxford
Chemicals at or near Indianapolis, IN.
Fbr'180 days. An underlying ETA seeks
90 days authority. Supporting Shipper(s):
Oxford Chemicals, P. o. Box 80202,
Atlanta, GA 30341. Send protests to:
Sara K. Davis, T/A, ICC, 1252 W4
Peachtree St., N.W., Atlanta, GA 30309,

_MC 107515 (Sub-1213 TA), filed
February 22,1979. Applicant:
REFRIGERATED TRANSPORT CO.,
INC., P. 0. Box 308, Forest Park, GA
30050. Representative: Alan E. Serby &
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Richard M. Tettelbaum, Serby &
Mitchell, P. C., Fifth Floor, Lenox
Towers South, 3390 Peachtree Road,
N.E., Atlanta, GA 30326. Drugs,
medicines and such commodities as are
dealt in by wholesale and retail food
chains and grocery houses (except,
commodities in bulk), from facilities
utilized by Bristol-Myers, Inc., Atlanta,
GA to Indianapolis, IN. For 180 days. An
underlying ETA seeks 90 days authority.
Supporting Shipper(s]: Bristol-Myers
Company, New York, NY 10022. Send
protests to: Sara K. Davis,
Transportation Assistant, ICC, Room
300, 1252 West Peachtree St., NW,
Atlanta, GA 30309.

MC 107515 (Sub-1211 TA), filed
February 20,1979. Applicant:
REFRIGERATED TRANSPORT CO.,
INC., P.O. Box 308, Forest Park, GA
30050. Representative: Alan E. Serby &
Richard M. Tettlebaum, Serby &

- Mitchell, P. C., Fifth Floor, Lenox
Towers, South 3390 Peachtree Road, N.
E., Atlanta, Georgia 30326. Chain saws,
snow-throwers and garden, lawn, turf
and golf course care equipment, from the
facilities of the Toro Company at or near
Windom, MN. and Tomah, WI to points
in AL AR. FL GA, KY, (except
Louisville) LA, MS, NC, SC, & TN.
RESTRICTION: Restricted to traffic
originating at the named origins and
destined to the named destinations, for
180 days. An underlying ETA seeks 90
days authority. Supporting Shipper(s):
The Toro Company, Minneapolis, MN
55420. Send protests'to: Sara K. Davis,
Transportation Assistant ICC, Room
300, 1252 West Peachtree St., N.W.,
Atlanta, GA 30309. ,

MC 107515.(Sub-1212TA), filed
February 12, 1979. Applicant:
REFRIGERATED TRANSPORT CO.,
INC., P. 0. Box 308, Forest Park, GA
30050. Representative: Alan E. Serby &
Richard M. Tettelbaum, Serby &
Mitchell, P. C., Fifth Floor, Lenox
Towers South, 3390 Peachtree Road,
N.E., Atlanta, GA 30326. Frozen foods, in
vehicles equipped with mechanidal
refrigeration from the facilities of
Nashville Frozen Foods Corporation,
Nashville, TN to points in the U.S. in
and east of MT, WY, CO and NM
(except TN, AL and MS), for 180 days.
An underlying ETA seeks 90 days
authority. Supporting Shipper(s);
Nashville Frozen Foods Corporation,
Nashville, TN 37206. Send protests to:
Sara K. Davis, Transportation Assistant
ICC Room 300,1252 W. Peachtree St.,
NW, Atlanta, GA 30309.

MC 107515 (Sub-1214TA), filed
February 22,1979. Applicant:
REFRIGERATED TRANSPORT CO.,

INC., P. O. Box 308, Forest Park, GA
30050. Representative: Alan E. Serby &
Richard M. Tettelbaum, Serby &
Mitchell, P. C., Fifth Floor, Lenox
Towers South, 3390 Peachtree Road,
N.E., Atlanta, GA 30326. Plasterboard.
joint systems (except commodities in
bulk) vehicles equipped with mechanical
refrigeration, from the facilities of
United States Gypsum Company, East
Chicago, IN to points In KY, for 180
days. An underlying ETA seeks 90 days
authority. Supporting Shipper(s): United
States Gypsum Company, Chicago, IL
60606. Send protests to: Sara K. Davis,
Transporation Assistant, ICC. Room 300,
1252 W. Peachtree St., N.W., Atlanta,
GA 30309.

MC 111045 (Sub-16ZTA), filed
February 21,1979. Applicant: REDWING
CARRIERS, INC., 8515 Palm River Road,
P.O. Box 426, Tampa, FL 33601.
Representative: L. W. Fincher (same
address as above]. Sand, in bulk, from
Bridgman. MI and Troy Grove, IL to
Birmingham and Marion, AL and
Cordele, GA for 180 days. Supporting
Shipper(s): Manley Bros., P.O. Box 538,
Chesterton, IN 46304. Send protests to:
Donna i Jones, Transportation
Assistant, Interstate Commerce
Commssion-BOp, Monterey Building,
Suite 101, 8410 N.W. 53rd Terrace,
Miami, FL 33166.

MC 111375 (Sub-13TA), filed
February 22,1979. Applicant: PIRKLB
REFRIGERATED FREIGHT LINES, INC.,
P.O. Box 3358, Madison, WI 53704.
Representative: Bernard J. Kompare,
Suite 1600,10 S. LaSalle, Chicago, IL
60603. Foodstuffs, between points in CA.
on the one hand, and, on the other,
points in OR and WA for 180 days.
Supporting Shipper(s): There are
nineteen (19) shippers. Their statements
may be examined at the office listed
below and Headquarters. Send protests
to: Gail Daugherty, Transportation Asst,
Interstate Commerce Commission,
Bureau of Operations, U. S. Federal
Building & Courthouse, 517 East
Wisconsin Avenue, Room 619,
Milwaukee, Wisconsin 53202.

MC 111545 (Sub-271TA), filed
February 5,1979. Applicant: HOME
TRANSPORTATION COMPANY, INC.,
1425 Franklin Road, S.E., Marietta, GA
30067. Representative: Robert F. Born,
P.O. Box 6426, Station A, Marietta, GA
30065. Plywood, paneling, gypsum
board, composition board, molding and
particleboard from the facilities of Pan
American Gyro-Tex located at or near
Jasper, FL, to those points in that part of
the United States (except FL) in and east
of MN, IA. NE, kS, OK, and TX, for 180
days. An underlying ETA seeks 90 days

authority. Supporting Shipper(s): Pan
American Gyro-Tex Co., Jacksonville,
Florida 32218. Send protests to: Sara K.
Davis, T/A, ICC, 1252 . Peachtree St.,
N.W., Atlanta, GA 30309.

MC 113024 {Sub-iS8TA), filed
February 2,1979. Applicant:
ARLINGTON 1. WILLIAMS, INC., 1398
S. Dupoiit Highway, Smyrna, DE 19977.
Representative: Samuel W. Earnshaw,
833 Washington, Blvd., Washington, DC
20005. Contract Carriez- irregular routes:
Clothing, drygoods, med'ines, toilet
preparations and toilet articles, from
Dover, DE to Conroe, Houston. San
Antonio and Tyler, TX and Bentonville,
Harrison and Searcy, AR, for the
account of International Playtex, Inc.,
for 180 days. An underlying ETA seeks
90 days authority. Supporting Shipper(s):
International Playtex, Inc., P.O. Box 631,
Dover, DE 19901.

MC 114604 (Sub-69TA), filed February
12,1979. Applicant: CAUDELL
TRANSPORT, INC., P.O. Drawer I,
Forest Park, GA 30050. Representative:
Frank D. Hall, Suite 713, 3384Peachtree
Road, N.E., Atlanta, GA 30326. Citrus
juices and beverages, in containers from
the facilities of Tropicana Products, nc.
at or near Bradenton, FL to points in AL,
AR. GA. LA. MD, MS. NC. SC, TN. VA
and DC. Supporting Shipper(s):
Tropicana Products, Inc., Bradenton. FL.
Send protests to: Sara K. Davis,
Transportation Assistant. ICC, Room
300,1252 West Peachtree St, NAV,
Atlanta, GA.

MC 119765 (Sub-89TA), filed February
9,1979. Applicant: EIGHT WAY
XPRESS, INC., 5402 South 27th St.,
Omaha, NE 68107. Representative:
Marshall D. Becker, Suite 610,7171
Mercy Rd., Omaha, NE 68106. Health
and beauty aids and toilet prep arations,
from the facilities of Judith Lynn Sales,
Inc., at Bensenville, IL, to New York, NY;
New Orleans, LA; Memphis, TN; St.
Louis, MO; Philadelphia, PA; Toledo,
Cleveland and Wickliffe, OH;
Indianapolis, IN, Redford, MW; and
Linden, NJ. for 180 days. An underlying
ETA seeks 90 days authority.Supporting
Shipper(s): Jerry B. Joseph, Judith Lynn
Sales, Inc., 880 Industrial Dr,
Bensenville, IL 60106. Send protests to:
Carroll Russell, ICC, Suite 620,110 No.
14th St, Omaha, NE68102.

MC 119765 (Sub-71TA], filed February
28,1979. Applicant: EIGHT WAY
XPRESS, INC., 5402 So. 27th St, Omaha,
NE 68107. Representative: Marshall D.
Becker, Suite 610, 7171 Mercy Rd.,
Omaha, NE 68106. Foodstuffs, from
LaPorte, IN to points in IA, KS, MO, NE,
ND. and SD, for 180 days. An underlying
ETA seeks 90 days authority. Supporting
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Shipper(s): William A. Datre, American
Home Foods Division of American
Home Products Corporation, 685 Third
Ave., New York, NY 10017. Send
protests to: Carroll Russell, ICC, Suite
620, 110 No. 14th St., Omaha, NE 68102.

MC 121664 (Sub-55TA), filed February
7,1979. Applicant: HO RNADY TRUCK
LINE, INC., P.O. Box 846, Monroeville,
AL 36460. Representative: W. E. Grant,
1702 First Avenue South, Monr6eville,
AL 35201. Coil Steel, from Selma, AL, to
points in AL, AR, GA, FL, MS, LA, TX,
OH, WI, PA, WV, NC, SC, TN, MI, and*
NJ; 'and (2) Materiali and supplies,
(except in bulk), from points in AL, AR,
GA, FL, MS, LA, TX, OH, WI, PA, WV,
NC, SC, TN, MI, and NJ, to Selma, AL,"
restricted to shipments originating/or
destined to Polymer Metals, for 180 -
days. Supporting Shipper(s): Polymer
Metals, P.O. Box 37, Selma, AL, 36701.
Send protests to: Mabel E. Holston,
Transportation Asst., Bureau of
Operation, ICC, Room 1616-2121
Building, Birmingham, AL 35203.

MC 121664 (Sub-56TA), filed February
9, -1979. Applicant: HORNADY TRUCK
LINE, INC., P.O. Box 846, Monroeville,
AL 36460. Representative: W. E. Grant,
1702 First Avenue South, Birmingham,
AL 35201. Steel in coils, flat sheet steel,
steel tubing, mufflers and tail pipes,
from Fayette and Monroeville, AL, to
Montecello, AR; from Montecello, AR to
Birmingham and Gadsden, AL; and from
Gadsden, AL, to Dexter, MO, for 180
days. An underlying ETA seeks 90 days
authority.Supporting Shipper(s): Arvin
Automotive, 1531 13th St., Columbus, IN.
Send protests to: Mabel E. Holston,
Transportation Asst., Bureau of
Operation, ICC, Room 1616-2121
Building, Birmingham, AL 35203.

MC 121805 (Sub-4TA), filed February
16, 1979. Applicant: ARKANSAS
EXPRESS, INC., 1200 Arkansas Avenue,
North Little Rock, AR 72114.
Representative: James M. Duckett, 927
Pyramid Life Building, Little Rock, AR
72201. General commodities (with the
usual exceptions) 1. Between Little
Rock, AR and Gum Springs, AR; from
Little Rock over U.S. Highway 67 to
Gum Springs, and return over the same
route serving all intermediate points. 2.
Between Pine Bluff, AR and Malvern,
AR; from Pine bluff over U.S. Highway
270 to Malvern, and return over the
same route serving no intermediate
points. 3. Between Malvern, AR and the
junction of U.S. Highway 270 and
Arkansas Highway 171 east of Hot
Springs, AR; from Malvern over U.S.
Highway 270 to the junction of U.S.
Highway 270 and Arkansas Highway.51,
thence over Arkansas Highway 51 to its

junction with U.S. Highway 270, thence
over U.S. Highway 270 to its junction
with Arkansas Highway 171 east of Hot
Springs, and return over the same route
serving all intermediate points, with no
service to the city of Hot Springs, for 180
days as a common carrier over regular
routes. Applicant will tack all routes at
common points of joinder and with
existing authority. Supporting
Shipper(s): There are 7, supporting
shippers' Send protests to: William H.
Land, Jr., District Supervisor, 3108
Federal Office Building, 700 West
Capitol, Little Rock, AR 72201.

MC 123075 (Sub-31TA), filed February
14,1979. Applicant: SHUPE & YOST,
INC., North U.S. 85 Bypass, P.O. Box•
1123, Greeley, CO 80631. Representative:
Stuart L. Poelman, 700 Continental Bank
Bldg., Salt Lake City, UT 84101. Contract
carrier: irregular routes: Salt and salt
products and animal and poultry feeds
when moving in mixed loads with salt
and salt products from the facilities of
tie salt plant at Lake Point, UT to points
in KS, NE, SD and ND and points in CO
located east of the Continental Divide
and-points in.WY located on and east of
a line beginning at the MT-WY state
line and extending south along U.S.
Highway 87 to Casper, WY then along
WY State Hwy 220 to Muddy Gap, then
alongU.S. Highway 287 to the -

Continental Divide north of Sinclair and
then along the Continental Divide to the
WY-CO state line under continuing
contract with Utah Salt Company, Inc.
for 180 days. An underlying ETA seeks
90 days authority. Supporting Shipper(s):

.Utah Salt Company, Inc. 1855 South
Main, Salt Lake City, UT. Send protests
to: D/S Roger L. Buchanan, Interstate
Commerce Commission, 721 19th St., 492
U.S. Customs House, Denver, CO 80202.

MC 123255 (Sub-200TA), filed
February 16, 1979. Applicant: B & L
MOTOR FRIEGHT, INC., 1984 Coffman
Road, Newark, Ohio 43055.
Representative: C. F. Schnee Jr., 1964
Coffman Road, Newark, Ohio 43055.
Mineral fiber, mineral fiber products
and insulation materials from the
facilities of the United States Gypsum
Company at or near Wabash, IN to CT,
DE, MD, MA, NH, NJ, NY, PA, RI, VT,
and DC for 180 days. An undbrlying ETA
seeks 90 days authority. Supporting
Shipper(s): United States Gypsum
Company, 101 South Wacker Drive,
Chicago, Illinois 60606. Send protests to:
Frank L. Calvary, DIstrict Supervisor,
Interstate Commerce Commission, 220
Federal Building and U.S. Courthouse, 85
Marconi Boulevard, Columbus, Ohio
43215.

MC 126045 (Sub-23TA), filed February
8,1979. Applicant: ALTER TRUCKING
AND TERMINAL CORPORATION, P.O.
Box 3122, Davenport, IA 52808.
Representative: Kenneth F. Dudley, P.O.
Box 279, Ottumwa, IA 52501. Iron and
steel articles from the Chicago, IL
commercial zone, and Sterling, IL to the
facilities 6f Steel Warehousing, Inc., at
Des Moines, IA, for 180 days. An
underlying ETA seeks 90 days authority.
Supporting Shipper(s): Steel
Warehousing, Inc., P.O. Box 3248, Dos
Moines, IA 50316. Send protests to:
Herlert W.'Allen, DS, ICC, 518 Federal
Bldg., Des Moines, IA 50309.

MC 126115 (Sub-3TA), filed January
29,1979. Applicant: MEADOWS VAN &
STORAGE, INC., P.O. Box 1023,
Frederick, MD 21701, Representative:
Charles E. Creager, 1329 Pennslyvania,
Ave., P.O. Box 1417, Hagerstown, MD
21740. Contract carrier, irregular routes,
telephone equipment, materials and
supplies, between points in Arlington
County, VA, on the one hand, and, on
the other, points in Worcester County,
MD, for 180 days. An underlying ETA
seeks 90 days authority. Supporting
Shipper(s): Western Electric Co., Inc.,
Cockeysville, MD 21030. Send protests
to: T. M. Esposito, Trans. Asst,, 600 Arch
St., Room 3238, Philadelphia, PA 19100,

MC 126305 (Sub-112TA), filed
February 28, 1979. Applicant: BOYD
BROTHERS TRANSPORTATION CO.,
INC., Route One, Box 18, Clayton, AL
36016. Representative: George A. Olson,
P.O. Box 357, Gladston, NJ 07934. (1)
Pipe and pipe fittings, valves, hydrants,
parts thereof and accesgories therefor,
from Birmingham, AL., to points in the
U.S. east of and including the States of
ND, SD, NE, CO and NM, and (2)
materials, equipment, machinery and
supplies used in the manufacturing,
processing and distribution of the
commodities named in (1) above, from
points in the states named in (1) above
to Birmingham, AL, for 180 days.
Restricted: in (1) and (2) to traffic
.originating at and destined to the above
origins and destinations. Supporting
Shipper(s): American Cast Iron Pipe
Company, 2930 16th Street North,
Birmingham, AL 35207. Send protests to:
Mabel E. Holston, Transportation
Assistant, Bureau of Operation, ICC,
Room 1616--2121 Building, Birmingham,
AL 35203.

MC 128265 (Sub-63TA), filed February
14, 1979. Applicant: BULKMATIC
TRANSPORT COMPANY, 12000 South
Doty Avenue, Chicago, IL 60628,
Representative: William H. Towle, 180
North LaSalle Street, Chicago, IL 60001,
Dry starch, in bulk, in tank type vehicles
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from Chicago, IL to Battle Creek, MI,
Cedarburg, WI, and points in IN, OH,
and IL, for 180 days. An underlying ETA
seeks 90 days authority. Supporting
Shipper(s): Clinton Corn Processing Co.,
1755 North Hoyne Avenue, Chicago, IL
60647. Send protests to: Annie Booker,
Transportation Assistant, Interstate
Commerce Commission, Everett
McKinley Dirksen Building, 219 South
Dearborn Street, Room 1386, Chicago, IL
60604.

MC 127505 (Sub-77TA, filed January
25, 1979. Applicant: RALPH H. BOELK,
d.b.a. BOELK TRUCK LINES, R.R. 2,
Mendota, IL 61342. Representative: A.
Doyle Cloud, Jr., 2008 Clark Tower, 5100
Poplar Ave., Memphis, TN 38137. Paper
and paper articles and materials,
equipment and supplies utilized in the
manufacture of paper and paper articles
(except commodities in bulk), between
Plainfield, IL on the one hand, and, on
the other, points in IN, IA, KS, KY, MI,
MN, MS, MO, NE, ND, OH, SD, WI for
180 days. An underlying ETA seeks 90
days authority. Supporting Shipper(s):
Trinity Midwest Corp., 529 5th Ave.,
New York, NY 10017. Send protests to:
TA, Annie Booker, 219 S. Dearborn St.,
Rm. 1386, Chicago, IL 60604.

MC 133095 (Sub-239TA), filed
February 22,1979. Applicant: TEXAS
CONTINENTAL EXPRESS, INC., P.O.
Box 434, Euless, TX 76039.
Representative: James W. Hightower,
5801 Marvin D. Love Freeway, First
Continental Bank Bldg., Suite 301,
Dallas, TX 75237. Rubber tires and tubes
from (1) Bryan and Akron, OH, and
Kansas City, MO, to Idabel, OK;
Longview, ML Pleasant, and Tyler, TX;
and (2) from Houston, TX, to Idabel, OK;
Longview, ML Pleasant and Tyler, TX,
for 180 days. Supporting Shipper(s):
Southeast Tire; Inc., P.O. Box 809,
Idabel, OK 74745. Send protests to:
Robert J. Kirspel, District Supervisor,
ICC, Room 9A27, Federal Bldg., 819
Taylor St., Fort Worth, TX 76102.

MC 133405 (Sub-9TA), filed January
29,1979. Applicant BOWIE HALL
TRUCKING, INC., P.O. Box 353,
Waldorf, MD 20601. Representative:
Daniel B. Johnson, 4304 East-West Hwy.,
Washington, DC 20014. Malt beverages,
from Tampa, FL St. Louis, MO;
Merrimack, NH; and Houston. TX to
points inMD and the Washington, DC
commercial zone, for 180 days. An
underlying ETA seeks 90 days authority.
Supporting Shipper(s): Guiffre
Distributing Co., Inc., 350 S. Picket St,
Alexandria, VA; Winner Distributing
Co., 7616 Canton Center Dr., Baltimore,
MD 21224; King Wholesale, Inc., 3159

-Draper Dr., Fairfax VA 22030; Bob Hall,

Inc., 15103 Marlboro Pike, Upper
Marlboro, M) 20870; Montgomery
County Dept. of Liquor Control, 16650
Crabbs Branch Way, Rockville, MD
20855; Katcef Bros., Inc., Southside
,efense Hwy., Annapolis, MD 21404.
Send protests to:T. M. Esposito, Trans.
Asst., 600 Arch St., Room 3238, Phila.,
PA 19106.

MC 133655 (Sub-142TA), filed
February 21,1979. Applicant: TRANS-
NATIONAL TRUCK, INC., P.O. Box
31300, Amarillo, IX 79120.
Representative: Warren L. Troupe, 2480
E. Commercial Blvd., Fort Lauderdale,
FL 33308. (1) Malt beverages and related
advertising materials from Jefferson
County, CO to points in OK and TX; and
(2) Empty used beverage containers for
recycling, and materials and supplies
dealt in or used by breweries from
points in OK and TX to Jefferson
County, CO, for 180 days. An underlying
ETA seeking up to 90 days authority has
been filed. Supporting Shipper(s):
Adolph Coors Company, Golden. CO
80401. Send protests to: Haskell E.
Ballard, District Supervisor, Interstate
Commerce Commission-Bureau of
Operations, Box F-13206, Federal
Building, Amarillo, TX 79101.

MC 133805 (Sub-16TA), filed February
14,1979. Applicant: LONE STAR
CARRIERS, INC., Route 1, Box 48, Tolar,
TX 76476. Representative: Harry F.
Horak, Suite 115, 5001 Brentwood Stair
Road, Fort Worth, TX 76112. Foodstuffs
(except commodities in bulh, in tank
vehicles), from points in FL, to points in
AZ, CA, CO, ID, MT, NV, NM, OR. UT,
WA, and WY; restricted to shipments
originating at facilities used by The
Coca-Cola Company Foods Division at
origin, and destined to points in named
destination states, for 180 days. An
underlying ETA seeks 90 days authority.
Supporting Shipper(s): The Coca-Cola
Company Foods Division, P.O. Box 247,
Auburndale, FL 33823. Send protests to:
Martha A. Powell, Transportation Asst.,
Interstate Commerce Commission, Room
9A27, Federal Building, 819 Taylor
Street, Fort Worth, TX 76102.

MC 134105 (Sub-546TA), filed
February 20,1979. Applicant:
CELERYVALE TRANSPORT, INC., 1318
East 23rd Street, Chattanooga, TN 374G4.
Representative: Daniel 0. Hands, Suite
200, 205 West Touhy Ave., Park Ridge,
IL 60068. Foodstuffs (except in bulk),
when moving in mechanically
refreigerated equipment from the
facilities of Munford Refrigerated
Warehouse at Atlanta, GA to points in
AL, FL, IN, KY, LA, MS. NC, SC, VA and
WV, for 180 days. Supporting Shipper(s):
Munford Refrigerated Warehouse,

Division of Munford, Inc.. 6150 Xavier
Dr. S.W., Atlanta, GA 30336. Send
protests to: Glenda Kuss, Transportation
Assistant. ICC, Suite A-422, US. Court
House, 801 Broadway, Nashville, TN
37203.

MC 134405 (Sub-62TA), filed February
14,1979. Applicant. BACON
TRANSPORT COMPANY, P.O. Box
1134, Ardmore, OK 73401.
Representative: Wilburn L. Williamson,
Suite 615-East, The Oil Center, 2601
Northwest Expressway, Oklahoma City,
OK 73112. Sand, in bulk. in tank
vehicles, from Johnston County, OK to
points in AR. CO, KS, LA, MS, MT, NM,
TX & WY, for 180 days. An underlying
ETA seeks 90 days authority. Supporting
Shipper(s): Halliburton Services, a
Division of Halliburton Company, P.O.
Box 1431, Duncan, OK 73533. Send
protests to: Connie Stanley,
Transportation Assistant, Interstate
Commerce Commission, Room 240, Old
Post Office & Court House Bldg., 215
N.W. 3rd, Oklahoma City, OK 73102.

MC 134755 (Sub-170TA), filed
February 7,1979. Applicant: CHARTER
EXPRESS, INC., P.O. Box 3772.
Springfield. MO 65804. Representative:
Larry D. Knox. 600 Hubbell Building,
Des Moines, IA 50309. Earthenware dznd
stoneware, from Cambridge, OH to
Chicago, IL and points in WI and NY for
180 days. Supporting Shipper(s):
Sunstone Corporation, 321 W. State St.,
Rockford. IL 61101. Send protests to:
District Supervisor John V. Barry, ICC,
600 Fed. Bldg.. 911 Walnut St., Knasas
City, MO 64106.

MC 134755 (Sub-174TA). filed
February 22,1979. Applicant: CHARTER
EXPRESS, INC., P.O. Box 3772.
Springfield. MO 65804. Representative:
Larry D. Knox. 600 Hubbell Building,
Des Moines, IA 50309. Foodstuffs
(except commodities in bulk), from the
facilities of Ragu Foods, Inc. at
Rochester, NY to Owensboro and
Henderson. KY, for 180 days. Supporting
Shipper(s): Ragu Foods, Inc., Greenwich,
CT 06830. Send protests to: District
Supervisor John V. Barry, ICC, 600 Fed.
Bldg.. 911 Walnut St., Knasas City, MO
64106.

MC 134755 (Sub-175TA), filed March
1, 1979. Applicant: CHARTER EXPRESS,
INC., P.O. Box 3772. Springfield, MO
65804. Representative: Larry D. Knox,
600 Hubbell Building, Des Moines, IA
50309. Frozen foods, from the facilities of
Kitchens of SaraLee at or near Deerfield
and Chicago, IL to points in KS, OK TX,
AR. LA, MS, & AL, for 180 days. An
underlying ETA seeks 90 days authority.
Supporting Shipperfs): Kitchens of Sara
Lee, Deerfield, IL Send protests to:
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District Supervisor John V. Barry, 600
Fed. Bldg., 911 Walnut St., Knasas City,
MO 64106.

MC 135895 (Sub-32TA), filed February
16, 1979. Applicant: B & R DRAYAGE,
INC., P.O. Box 8534, Battlefield Station,
Jackson, MS 39204. Representative:
Harold H. Mitchell, Jr., P.O. Box 1295,
Greenville, MS 38701. (1) Rubber
articles, plastic artiles, rubber
materials, and plastic materials, from
the facilities of Entek Corp. of America,
at or near Irving, TX, to points in AL,
AR, FL,.GA, LA, MS,.NC, OK, SC, IN,
and TX; and (2) materials, equipment
and supplies used in the manufacture,
and distribution of the commodities
named in (1) above (except commodities
in bulk), from the destination points in
(1) above, to the origin facilities in (1)
above, for 180 .days. An underlying ETA
seeks 90 days authority. Supporting
Shipper(s): Entek Corporation of
America, P.O. Box 61048, Dallas, TX
75261. Send protests to: Alan Tarrant,
District Supervisor, ICC, Rm. 212, 145 E.
Amite Bldg., Jackson, MS 39201.

-MC 136605 (Sub-92TA], filed February
22, 1979. Applicant: DAVIS BROS.
DIST., INC., P.O. Box 8058, Missoula,
MT 59807. Representative: Allen P.
Felton (same address as applicant).
Lumber, lumber products, wood and
wood products between points in WA
and points in OR and ID, for 180 days.
An underlying ETA seeks 90 days
authority. Supporting Shipper(s):
Weyerhaeuser Company, East 3303
Main Ave., Spokane, WA 99202. Send
protests to: Paul I. Labane, District
Supervisor, ICC, 2602 First Avenue
North, Billings, MT 59101.

MC 136803 (Sub-9TA), filed-February
20, 1979. Applicant: SIOUX CITY BULK
FEED SERVICE, INC., 3324 Highway 75
North, Sioux City, IA 51104.
Representative: Edward A. O'Donnell,
1004 29th St., Sioux City, IA 51104. Sand,
in bulk, in bottom hopper type vehicles,
from Clayton and Gamavillo,.IA to
South Sioux City, NE, for 180 days. An
underlying ETA seeks 90 days authority.
Supporting Shipper(s): Larry J.
Silbernagel, Sioux City Foundry Co.,
25th & G Streets, South Sioux City, NE
68776. Send protests to: Carroll Russell,
ICC, Suite 620, 110 No. 14th St., Omaha,
NE 68102.

MC 138144 (Sub-43TA), filed February
1, 1979. Applicant: FRED OLSON CO.,
INC., 6022 W. State St., Milwaukee; WI
53213. Representative: Win. D. Brejcha,
Sullivan & Assoc., Ltd., 10 S. LaSalle St.,.
Suite 1600, Chicago, IL 60603. Precast
concrete, from the facilities of J. W.
Peters & Sons at Burlington, WI to points
in IL, IN, IA and MI, for 180 days. An

underlying ETA seeks 90 days authority.
Supporting Shipper(s): J. W. Peters &
Son, Burlington, WI. Send protests to:
Gail Daugherty, Transportation Asst.,
Interstate Commerce Commission,
Bureau of Operations, U.S. Federal
Building & Courthouse, 517 East
Wisconsin Avenue, Room 619,
Milwaukee, Wisconsin 53202.

MC 138875 (Sub-137TA), filed
February 9,1979. Applicant:
SHOEMAKER TRUCKING COMPANY,
11900 Franklin Road, Boise, ID 83705.
Representative: F. L. Sigloh (same
address as above). Pulpboard,
fibreboard and boxes (except
commodities in bulk),-from the facilities
used by Container Corp. of America
located in OR and WA to points in
Malheur and Umatilla Counties, OR and
points in ID and UT (restricted to traffic
originating at and destined to named
origins and destinations), for 180 days.
An underlying ETA seeks 90 days
authority. Supporting Shipper(s):
Container Corp. of America, 2600 De La
Cruz Blvd., Santa Clara, CA 95050. Send
protests to: Barney L. Hardin, District
Supervisor, ICC, Suite 110, 1471
Shoreline Dr., Boise, ID 83706.

MC 138875 (Sub-139TA), filed
February 6,1979. Applicant:
SHOEMAKER TRUCKING COMPANY,
11900 Franklin Road, Boise, Idaho 83705.
Representative: F. L. Sigloh (same
address as above) Plastic andplastic
articles (except in bulk), from the
facilities of Mobil Chemical located at
or near Temple, TX to Seattle and Kent,
WA; Los Angeles, CA and its
commercial zone; and-Woodland and
Bakersfield, CA, for 180 days. An
underlying ETA seeks 90 days authority.
Supporting Shipper(s): Mobil Oil
Corporation, 8350 North Central
Expressway, Campbell Centre, Suite
522, Dallas, TX 75206. Send protests to:
Barney L. Hardin, District Supervisor,
ICC, Suite 110, 1471 Shoreline Dr., Boise,
ID 83706.

MC 138875 (Sub-148TA), filed
February 20, 1979. Applicant:
SHOEMAKER TRUCKING COMPANY,
11900 Franklin RoAd, Boise, Idaho 83705.
Representative: F. L. Sigloh (same
address as above) Foam rubber and
expanded polystyrene, from Portland,
OR and Salt Lake City, UT to Boise, ID,
for 180 days. An underlying ETA seeks
90 days authority. Supporting Shipper(s):
United Foam Corp., 15 No. Phillipi St.,
Boise, ID 83705. Send protests to: Barney
L. Hardin, District Supervisor, ICC, Suite
110, 1471 Shoreline Dr., Boise, ID 83706.

MC 138875 (Sub-146TA), filed
February 27, 1979. Applicant:
SHOEMAKER TRUCKING COMPANY,

11900 Franklin Road, Boise, Idaho 83705.
Representative: F. L. Sigloh (same
address as above) Wine (except
commodities in bulk), from the facilities
of Mogen David Wine Co. locatid at or
near Chicago, IL to points in WA, for 180
days. An underlying ETA seeks 90 day
authority. Supporting Shipper(s): Mogen
David Wine Co., 3737 S. Sacramento
Ave., Chicago, IL 60632. Send protests
to: Barney L. Hardin, District Supervisor,
ICC, Suite 110, 1471 Shoreline Dr., Boise,
ID 83706.

MC 139495 (Sub-416TA), filed
February 20, 1979. Applicant:
NATIONAL CARRIERS, INC., P.O. Box
1358, Liberal, KS 67901. Representative,
Herbert Alan Dubin, 1320 Fenwick Lane,
Silver Spring, MD 20910. Toys, games
andlinger paints (in vehicles equipped
with mechanical refrigeration); from
East Longmeadokv, MA to Voorheesvllle,
NY, 180 days; An underlying ETA seeks
90 days authority. Send protests to:
Milton Bradley Co., 443 Shaker Rd,, East
Longmeadow, MA 01028. Send protests
to: M. E. Taylor, Dist. Supv., Interstate
Commerce Commission, 101 Litwin
Bldg., Wichita, KS 67202,

MC 139495 (Sub-418TA), filed
February 20, 1979. Applicant:
NATIONAL CARRIERS, INC., P.O. Box
1358, Liberal KS 67901. Representative:
Herbert Alan Dubin, 1320 Fenwick Lane,
Silver Spring, MD 20910. Wines,
champagnes and brandies (in vehicles
equipped with mechanical refrigeration):'
from Modesto, CA to Denver, CO and
Albuquerque, NM; 180 days, common
carrier, irregular routes: An underlying
ETA seeks 90 days authority. Supporting
Shipper(sJ. E & J Gallo'Winery, P.O. Box
1130, Modesto, CA 95353. Send protests
to: M. E. Taylor, Dist. Supv., Interstate
Commerce Commission, 101 Litwin
Bldg., Wichita, KS 67202.

MC 139495,(Sub-419TA), filed
February 26, 1979. Applicant:
NATIONAL CARRIERS, INC., P.O. Box
1358, Liberal, KS 67901. Representative;
Herbert Alan Dubin, 1320 Fenwick Lane,
Silver Springs, MD 20910. Such
merchandise as is dealt in by retail
department stores (except foodstuffs,
househiold goods as defined by the
Commission, articles of unusual value
and commodities in bulk) for 180 days
common, irregular. An underlying ETA
seeks 90 days authority. Supporting
Shipper(s): T.G.Y. Stores Company, 3615
North Santa Fe, Oklahoma City, OK
73118. Send protests to: M. E. Taylor,
District Supervisor, Interstate Commerce
Commission, 101 Litwin Bldg., Wichita,
KS 67202.

MC 140615 (Sub-33TA), filed February
26, 1979. Applicant: DAIRYLAND
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TRANSPORT, INC., P.O. Box 1116,
Wisconsin Rapids, WI 54494.
Representative: Terrence Jones, 2033 K
St., NW., Washington, DC 20006. Parts
and accessories of fluorescent lighting
fixtures from the facilities of Keystone
Lighting Corp. at Bristol, PA to Chicago
and Elk Grove Village, IL, for 180 days.
An underlying ETA seeks 90 days
authority. Supporting Shipper(s):
Keystone Lighting Corp., Beaver St. & RL
13. Bristol, PA 19007. Send protests to:
Gail Daugherty, Transportation Asst,
Interstate Commerce Commission,
Bureau of Operations, U.S. Federal
Building & Courthouse, 517 East
Wisconsin Avenue, Room 619,
Milwaukee, Wisconsin 53202.

MC 142205 (Sub-9TA), filed February
12, 1979. Applicant: LOUDOUN
TRANSFER, INC., P.O. Box 703,
Leesburg, VA 22075. Representative:
James E. Savitz, Suite 145,4 Professional
Dr., Gaithersburg, MD 20760. Contract
carrier, irregular routes, expanded
polystyrene foam, expandable
polystyrene resin, and machinery,
equipment, and supplies used in the
manufacture, production andpackaging
of polystyrene foam (except in bulk),
between points in the U.S. in and east of
Ml, IA, NE, KS, OK, and TX, for 180
days. An underlying ETA seeks 90 days
authority. Supporting Shipper(s):
Preferred Plastics, Inc., State Route 634,
Sterling, VA 22170. Send protests to: T.
M. Esposito, Trans. Asst., 600 Arch St.,
Room 3238, Philadelphia, PA 19106.

MC 142335 (Sub-6TA), filed February
14, 1979. Applicant: C & E TRUCKING
CO., INC., 11910 Greenstone Avenue,
Santa Fe Springs, CA 90670.
Representative: Robert Fuller, 6119
Southwind Drive, Whittier, CA 90601.
Steel line pipe for water pipe line
construction, from points in Los Angeles
and San Bernardino Counties, CA to
Clark County, NV, for 180 days. An
underlying ETA seeks up to 90 days
operating authority. Supporting
Shipper(s): Morrison-Knudsen Company,
Inc., 3446 West Hacienda Avenue, P.O.
Box 18405, Las Vegas, Nevada 89114.
Send protests to: Irene Carlos,
Transportation Assistant Interstate
Commerce Commission, Room 1321
Federal Building, 300 North Los Angeles
Street Los Angeles, California 90012.

MC 142335 (Sub-7TA), filed February
22,1979. Applicant- C & E TRUCKING
CO., INC., 11910 Greenstone Avenue,
Santa Fe Springs, CA 90670.
Representative: Richard C. Celio, 1415
West Garvey Avenue, Suite 102, West
Covina, CA 91790. (1) Copper and
aluminum wire and cable; and (2)
Copper, (1) from points in Orange and

Los Angeles Counties, CA to points in
AZ, and (2) from points in AZ to points
in Orange and Los Angeles Counties,
CA, for 180 days. An underlying ETA
seeks up to 90 days operating authority.
Supporting Shipper(s): Anaconda
Company, 303 W. Palm Avenue, Orange,
CA 92666. Send protests to: Irene Carlos,
Transportation Assistant, Interstate
Commerce Commission, Room 1321
Federal Building, 300 North Los Angeles
Street, Los Angeles, California 90012.

MC 142884 (Sub-STA), filed February
14,1979. Applicant: RAY E. BROWN
TRUCKING, INC., P.O. Box 501,
Massillon, Ohio 44646. Representative:
Jerry B. Sellman, Muldoon, Pemberton, &
Ferris, 50 West Broad Street, Columbus,
Ohio 43215. Paper, paper products, pulp
board, and pulp board products from
Massillon, OH to Chicago and Joliet. IL;
FL Wayne and Montpelier, IN; Franklin,
KY; Somerset and Wharton, NJ and
Bristol, PA for 180 days. An underlying
ETA seeks 90 days authority. Supporting
Shipper(s): Cleaners Hanger Company,
670 17th Street, NW., Massillon, Ohio
44646. Send protests to: Frank L
Calvary, District Supervisor, Interstate
Commerce Commission, 220 Federal
Building and U.S. Courthouse, 85
Marconi Boulevard, Columbus, Ohio
43215.

MC 69834 (Sub-17TA), filed November
1, 1978, and published in the Federal
Register issue of December 22,1978, and
republished as corrected this issue.
Applicant- PRICE TRUCK LINE, INC.,
2945 North Market, Wichita, KS 67219.
Representative: Paul V. Dugan, 2707
West Douglas, Wichita, KS 67213.
Crayons, educational school art and
hobby supplies and related
commodities, and all items and
materials used in manufacturing,
packaging, distribution and sale of the
above items, to, from and between
Winfield, KS, and Easton, PA. on the
one hand, and, on the other, points in
the United States, except Alaska and
Hawaii, for 180 days. Supporting
Shipper(s): Binney & Smith. Inc., P.O.
Box 431, Easton, PA 18042. Send protests
to: M. E. Taylor, ICC, 101 Litwin
Building, Wichita, KS 67202. The
purpose of this republication is to reflect
points in the United States, except
Alaska and Hawaii, inadvertently
shown as points and places in Kansas.
By the Commission.
IL G. Homme, Jr.

[Notice No.50]
(FR-Doc. 79-11", '. Fded4-iZ-7, &:45 m

INTERSTATE COMMERCE
COMMISSION

Baltimore and Ohio Railroad Co., et al.;
Exemption Under Mandatory Car
Service Rules

To all railroads:
The railroads named below own

numerous open hopper cars for the
purpose of transporting substantial
volumes of coal and other bulk freight
originating on their lines and destined to
points on other lines. There are no
significant volumes of traffic transported
in similar cars originating on other lines
and terminating on these lines which
would provide a source of empty hopper
cars for return loading. These lines have
agreed to refrain from loading hopper
cars owned by other lines without the
express consent of the car owners even
though such use might otherwise be
authorized by Car Service rules I and 2.
Under these conditions it is imperative
that open hopper cars owned by these
railroads be returned to the owning
railroad empty unless their use is
authorized by the car owner.

It is ordered, That pursuant to the
authority vested in me by Car Service
Rule 19:

(a) Hopper cars listed under the
heading "Class 'H Hopper Car Type" in
the Official Railway Equipment Register,
I.C.C,-R.E.R. No. 410, issued by V. J.
Trezise, or successive issues thereof,
and owned by the railroads named in
section (c) below, are exempt from the
provisions of Car Service Rules 1(a], 2(a)
and 2(b). These cars must be returned
empty to the car owner unless their use
has been authorized by the car owner.

(b) Railroads named in section (c)
beldw are prohibited from using hopper
cars foreign to their line unless their use
has been authorized by the car owner.

(c) List of railroads and car reporting
marks:
The Baltimore and Ohio Railroad Company

Reporting Marks: B&O
Bessemer and Lake Erie Railroad Company

Reporting Marks: B&LE
Carolina, Clinchfield and Ohio Railway1

Reporting Marks: CRR
The Chesapeake and Ohio Railway Company

Reporting Marks: C&O
Consolidated Rail Corporation I Reporting

Marks: BA-BWC-CNJ-CR-DL&,V-EL-
ERIE-LV-NH-NYC-PC-P&E-PRR-RDG-
TOC

Illinois Central Gulf Railroad Company1

Reporting Marks: GM&O-IC-ICG
Louisville and Nashville Railroad Company

Reporting Marks: L&N-NC-MON
Norfolk and Western Railroad Company

Reporting Marks: ACY-N&W--NKP-
P&1WV-VGN-WAB

'Addition
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St. Louis-San Francisco Railway Company
Reporting Marks: SLSF

Southern Railway System 1 Reporting Marks:
CG-INT-NS-SOU

The Pittsburgh and Lake Erie Railroad
Company I Reporting Marks: P&LE

Western Maryland Railway Company
Reporting Marks: WM.

(d) For the purpose of improving car
utilization and the efficiency of railroad-
operations, or alleviating inequities or

,hardships, modifications may be,
authorized by the Chief Transportatforr
Officer of the car owner, or by the-
Director or Assistant Director of the
Bureau of Operations, Interstate
Commerce Cbmmission. Modiffcations
authorized by the, car owner must be
confirmed in writing to W. If Van Slyke,
Chairman, Car Service Division,
Association- of American Railroads,
Washington, D.C., for submission-to the-
Director or Assistant Director.

(e) No common carrier by railroad
subject to the Interstate, Commerce Act
shall accept from shipper any loaded
hopper car, described in this exemption,
contrary to the provisions of the
exemption.

(f) Application. The provisions of this
order shall apply to intrastate, ,
interstate, and foreign commerce.

Effective April-11, 1979, and
continuing in effect until further order of
fthis Commission.

Issued at Washington, D.C., April 5, 1979.
Robert S. TurklngtoEn
AgenL
[Ex Parle No. M. Rule 19, Revised Exemptfon No. 157
[FR Dom 79-1551 Filed'4-12-79; 8 45 an
BILUNG CODE 7035-01-M

INTERStATE COMMERCE
COMMISSION

Kyle Railways, Inc. and Willis B. Kyle-
Operation-Over San Diego and
Arizona Eastern Railway Co.

Kyle Railways, Inc. anl Willis B, Kyle,
Room 221, World Trade Center, San
Francisco, CA 94111, represented by
Fritz R. Kahn, Verner, Liipfert Bernhard
& McPherson, Suite 1000, 1660 L Street.
N.W., Washington, DC 20036. hereby
give notice that on the 16th. day of
March,, 1979, it filed with the Interstate
Commerce Commission at Washington,
DC, an application under 49 US-.C. 11343
(formerly Section 5(2) of the Interstate,
Commerce Act) for a decision approving
and authorizing the operation of the
properties of the San Diego and Arizona
Eastern Railway Company.

The nature of the proposed
'transaction is for the operation of the
San Diego and Arizona Eastern Railway
Company (SD&AE) by Kyle Railways,

Inc., a non-carrier designated by the
Commission as a common carrier b yrail
in interstate and foreign commerce,
subject to former Part I of the Interstate
Commerce Act. -
- The line proposed to be operated by
Kyle Railways, Inc. includes 69.7 miles
of main line track from Plaster City, CA,
to Division Station where the line
crosses into Mexico and becomes the
Sonora Baja California Railroad..The
Sonora-Baja California Railroad runs
through Mexico 44.8 miles and again
crosses the United StateT-Mexican
border at Tijuana.From. this point. the
line runs to San Diego a distance of 15.5
miles. From San Diego, a line also
extends northeastlto El Cajon a distance
of 16.8 miles. Also to be operated by-
Kyle Railways, Inc. is the Coronado
Branch which extends southerly from
San Diego-12 miles.

The proposed points ofinterchange
will be at San Diego with the Atchison,
Topeka & Santa Fe Railroad Company,
and at Plaster City with the Southern
Pacific Transportation Company.;

This case is directly related to
Finance Docket No. 28917 (Sub-No. IF).

In accordance with the Commission's
regulations (49 CFR 1108.8) in Ex Parte
No. 55 (Sub-No. 4), Implementation-
National Environmental Policy Act,
1969, 352 ICC 451 (1976), any protests
may include-a statement indicating the
presence or absence of any effect of the
requested Commission action on the
quality of the human environment. If
any such effect is alleged to be present,
the statement shall indicate with
specific data the exact nature'and.
degree of the anticipated impact. See
Implementation-National
Environmental Policy Act, 1969, supra,
at p. 487,

Interested persons may participate
formally in a proceeding by submitting
written comments regarding the
application. Such submissions shall
indicate the proceeding designation
Finance Docket No. 28917 (Sub-No. 2F
and the original and two copies thereof
shall be filed with the Secretary,
Interstate Commerce Commission,
Washington, DC 20423,not later than 45
days after the date notice of the filing of
the application is published in the
Federal Register. Suchwritten.
comments shall include the following:
the person's position, e.g., party
protestant or party in support, regarding
the proposed transaction; specific:
reasons why approval would or would
not be in the public interest; and a
request for oral hearing if one is desired.
Additionally, interested persons who do
not intend to formally participate in a
proceeding but who desire to comment

thereon, may file such statements and
information as they may desire, subject
to the filing and service requirements
specified herein. Persons submitting
written comments to the Commission
shall, at the same time, serve copies of
such written comments upon the
applicant, the Secretary of
Transportation and the Attorney
General.

Persons who intend to file
inconsistent applications, or
applications for inclusion in the
transaction should advise the
Commission no later than 45 days after
the date notice of the filing is published
in the Federal Register.
-. G. Homme, Jr., -

Secrotary.
[Finance Docket No. 28917 (Sub-No 2F l
[FR Docm 79-1169 Filed 4-12-79:8:45 am)

BIWNG CODE 7035-01-M

Southern Pacific Transportation Co.--
Acquisition (portion)-Over San Diego
& Arizona Eastern Railway Co.

Southern Pacific Transportation
Company (SPT), One Market Plaza, San
Francisco, CA 94105,represented by
John MacDonald Smith, Senior General
Attorney, Southern Pacific
Transportation Company, 813 Southern
Pacific Building, One Market Plaza, San
Francisco, CA 94105, hereby give notice
that on. the 16th day of March, 1979, it
filed with the Interstate Commerce
Commission at Washington, DC, an
application under 49 U.S.C. 11343
(formerly Section 5(2) of the Interstate
Commerce Act] for a decision approving
and authorizing the hcquisition by SPT
of the lines and operations of the SAN
DIEGO & ARIZONA EASTERN
RAILWAY COMPANY (SD&AE)
between SD&AE MlP 129.61 (Plaster
City) and SD&AEMP 148.1 (El Centro).
SPT will also acquire joint use qf
SD&AE's main track between M 129.0
and MP 129.61, at or near Plaster City,
for a distance of approximately 18.5
miles of main line. SPT will also require
joint operating rights over an additional
0.61 miles of SD&AE's main line
immediately .vest of Plaster City.

This case is directly related to
Finance Docket No. 28917 (Sub-No. 2F).

I1 accordance with the Commission's
regulations (49 C.F.R. 1108.8) In Ex Parte
No. 55 (Sub-No. 4), Implementation-
National Environmental PolicyAct
1969, 352I.C.C. 451 (1976), anyprotests
may include a statement indicating the
presence or absence of any effect of the
rquested Commission action on the
quality of the human environment. If
any such effect is alleged to be present,
the statement shall indicate with
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specific data the exact nature and
degree of the anticipated impact See
Implementation-National Environment
Policy Ac 1969, supra, at p. 487.

Interested persons may participate
formally in a proceeding by submitting
Written comments regarding the,
application. Such submissions shall
indicate the proceeding designation
Finance Docket No. 28917 (Sub-No. IF)
and the original and two copies thereof
shall be filed with the Secretary,
'Interstate Commerce Commission,
Washington, DC 20423, not later than 45
days after the date notice of the filing of
the application is published in the
Federal Register. Such written
comments shall include the following:
the person's position, e.g., party
protestant or party in support, regarding
the proposed transaction specific
reasons why approval would or would
not be in the public interest; and a
request for oral hearing if one is desired.
Additionally, interested persois who do
not intend to formally participate in a
proceeding but who desire to comment
thereon, may file such statements and
information as they may desire, subject
to the filing and service requirements
specified herein. Persons submitting
written comments to the Commission
shall, at the same time, serve copies of
such written comments upon the
applicant, the Secretary of
Transportation and the Attorney
General.
"Persons who intefid to file

inconsistent applications, or
applications for inclusion in the
transaction should advise the
Commission no later than 45 days after
the date notice of the filing is published
in the Federal Register.
IL .Hozme, J.,
Secretary.
[Finance Docket No. 28=17 (Sub-No. 11]

RFR Dom 7- 5 Filed 4-12-7R &45 am]
BILLING CODE 7035-01-Md
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This section of the FEDERAL REGISTER
contains notices of meetings published
under the "GoVernment in the Sunshine
Act" (Pub. L 94-409) 5 U.S.C. 552b(e)(3).

Contents

Items
Civil Aeronatics Board ............. 1-5
Equal Employment Opportunity Com-

mission ....... ................ .6
Federal Energy Regulatory Commis-

sion ....................................................... 7,8
Federal Maritime Commission'....... ........ 9
Federal Reserve System (Board of

Governors) .................... 10
Nuclear Regulatory Commission ........... 11
Securities and Exchange Commission. 12

CIVIL AERONAUTICS BOARD.

Notice of addition of items to the
April 12, 1979 meeting M-211 Amdt. 3;
April 10, 1979.
TIME AND DATE: 1:30 p.m., April 12, 1979.
PLACE: Room 1027, 1825 Connecticut
Avenue, N.W., Washington, D.C. 20428.
SUBJECT:

3a. Docket 32097,.Pittsburgh-Orlando-
Daytona Beach Route Proceeding, Opinion .
and Order (memo 7156-D, OGC).

12a. The Standard Industry Fare Level
(SIFL) (memo 8667, BPDA).

16a. Dockets 33112 and 33263, Texas
International-National Acquisition Case, and
Pan American-NationalAcquisition Case,
Petition for Review of Delegated Staff Action
(memo 8114-L, OGC).

STATUS: 1-20 Open. 21-Closed.

PERSON TO CONTACT. Phyllis T. Kaylor,
the Secretary (202) 673-5068.
SUPPLEMENTARY INFORMATION: Items 3a
and 12a are being added to the April 12,
1979 meeting because this is the last
meeting before their target dates. Item
16a is added because the judge issued
his Initial Decision a week before his
target date. Since the staff no longer can
have the Board act on the proposed
order before the Initial Decision and the
issues involved do not lend themselves
to adoption by notation, the Chairman
would like the proposed order placed on
the April 12, 1979 agenda. While the
Initial Decision has already been issued,
there is still a'great need to have the
Board act on the proposed order as soon
as possible so that the public will have a
sufficient opportunity to comment on its
tentative environmental findings.
Accordingly, the following Members

have voted that Items 3a, 12a, and 16a,
be added to the April 12,1979 agenda
and that'no earlier announcement of
these additions was possible:

Chairman, Marvin S. Cohen
Member, Richard J. O'Melia
Member. Elizabeth E. Bailey
Member. Gloria Schaffer

IS. 720-79 Filed 4-11-79; 12.36 pml

BILLING CODE 6320-01-M

CIVIL AERONAUTICS BOARD M-212, April
10, 1979.
TIME AND DATE: April 23, 1979, 10 a.m.
PLACE: Room 1027, 1825 Connecticut
Avenue, N.W., Washington, D.C. 20428.
SUBJECT: North Central-Southern
Merger Case (oral argument), Docket
33136.
STATUS: Open.
PERSON TO CONTACT: Phyllis T. Kaylor,
The Secretary (202] 673-5068.
[S-721-79 Filed 4-11-79. 12:36 pm]

BILLING CODE 6320-01-M

3

CIVIL AERONAUTICS BOARD.

Notice of deletion of Items from the
April 6, 1979 meeting agenda M-208
Amdt: 2, April 6, 1979.
TIME AND DATE: April 6, 1979, 9:30 a.m.
PLACE: Room 1027, 1825 Connecticut
Avenue, N.W., Washington, D.C. 20428.
SUBJECT..

15. Docket 31491, St. Louis-Louisville and
San Francisco Bay Area Nonstop Case-
Draft Order (memo 7370-E, OGC).

16. Docket 21448, Spokane-Montana Points
Service Investigation-Tentative Opinion
and Order disposing of deferred issues
(memo 8639, OGC).

47. Revised Draft of "Air Travelers' Fly
-Rights" (memo 8661, BCP, OGC, BPDA, OEA,
01).

STATUS: Open.
PERSON TO CONTACT: Phyllis T. Kaylor,
the Secretary (202) 673-5068.
SUPPLEMENTARY INFORMATION: Items 15
and 16 are being deleted from April 6,
1979 agenda because Chairman Cohen
needs additional time to further consider
these cases. Item 47 is being deleted
from the April 6 meeting to allow the
staff some last minute technical
revisions. Accordingly, the following
Members have voted that agency
business requires the deletion of items

15, 16 and 47 from the April 6, 1979
agenda and that no earlier
announcement of these deletions was
possible:

Chairman, Marvin S. Cohen
Member, Richard J. O'Melia.
Member, ElizabethE. Bailey
Member, Gloria Schaffer

[S-713-79 Flied 4-11-79: 9:2.0 am)

BILLING CODE 6320-01-M

4

CIVIL AERONAUTICS BOARD.

Notice of change of time and-date of
Board meeting (M-211 Amdt. .1, April 6,
1979),
TIME AND DATE: April 12,1979,1:30 p.m.
PLACE: Room 1027; room 1011, closed
meeting.
SUBJECT. See MA-211 dated April 4,
1979.
STATUS: 1 through 20 open; 21-closed.
PERSON TO CONTACT: Phyllis T. Kaylor,
The Secretary, (202) 673-5068.
SUPPLEMENTARY INFORMATION: A Board
meeting was scheduled for April 11, at
10:00 A.M. and is being rescheduled for
April 12, at 1:30 P.M. due to conflict of
schedules of the Members and Staff.
Accordingly, the following Members
have voted that agency business
requires the April 11, 1979 Board
Meeting be reschedulbd for April 12,
1979 at 1:30 PM. and that no earlier
announcement of the change was
possible:

Chairman, Marvin S. Cohen
Member, Richard J. O'Mella
Member, Elizabeth E. Bailey
Member, Gloria Schaffer

[S-714-79 Filed 4-11-7. 9:20 am]

BILLING CODE 6320-01-M

5

CIVIL AERONAUTICS BOARD.

THE CAB WILL'MEET: Notice of addition
of items to the April 12, 1979 Board
Meeting, (M-211 Amdt. 2, April 6, 1979).
TIME AND DATE: 1:30 p.m., April 12, 1979.
PLACE: Room i027, 1825 Connecticut
Avenue, N.W., Washington, D.C. 20428.
SUBJECT:

4a. Docket 31491, St. Louis-Lousiville and
San Francisco Bay Area Nonstop Case-
Draft Order (memo 7370-E, OGC),

4b. Docket 21448, Spokane-Montana Points
ServiceInvestigation-Tentatve opinion and
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order disposing of deferred issues (memo
8639, OGC).

17a. Revised Draft of Air Travelers' Fly
Rights" [memo 8661, BCP OGC. BPDA. OEA.
0i).

STATUS: 1 through 20 open; 21 closed.

PERSON TO CONTACT:. Phyllis T. Kaylor,
The Secretary (202) 673-5068.
SUPPLEMENTARY INFORMATION: Items 4a
and 4b were deleted from the April 6,
1979 agenda so that Chairman Cohen
would have additional time to review
the case, and at that time the Board -
voted that these items be added to the
April 12, 1979 agenda. Item 47 is being
added to the April 12, 1979 agenda
because the Consumer Information
Center in Pueblo, Colorado and the CAB
have a large bacldog of requests for this
publication; In addition, BCP urgently
needs approval of the sections dealing
with baggage, bumping, flight delays and
air fares to answer information requests
and consumer complaints. In order to
expedite the publication of Fly Rights
the staff requests that this be added to
the April 12,1979 agenda. Accordingly,
the following Members have voted that
agency business requires the addition of
Items 4a. 4b, and 17a to the April 12,
1979 agenda and that no earlier
announcement of these additions was
possible:

Chairman, Marvin S. Cohen
Member. Richard J. O'Melia
Member, Elizabeth E. Bailey
Member, Gloria Schaffer

IS-715--79 Filed 4-12-Ma 9-M am)

B.LING CODE 6320-01-M]

6
EQUAL EMPLOYMENT OPPORTUNITY
COMMISSION.

TIME AND DATE: 9:30 a.m. (eastern time],
Tuesday. April 17, 1979.
PLACE: Commission conference room,
No. 5240, on the fifth floor of the
Columbia Plaza Office Building, 2401 E
Street N.W., Washington, DC 20506.

STATUS: Open to the public.

MATTERS TO BE CONSIDERED:
1. Proposed Publication EEO Handbook for

- State and Local Governments.
2. Proposed Procedure for Coordinating

Federal Agency-Equal Employment
Activities, pursuant to Executive Order 12067.

3. Report on Commission operations by the
Executive Director.

Note.-Any matter not discussed or
concluded may be carried over to a later
meeting.

CONTACT PERSON FOR MORE
INFORMATION: Marie D. Wilson,
Executive Officer, Executive Secretariat,
at (202] 634-6748.

This Notice Issued April 10. 1979.
[S-719-79 Filed 4-11-79; 10=3 o=

BILLING CODE 6570-06-M

7

FEDERAL ENERGY REGULATORY
COMMISSION.

"FEDERAL REGISTER" CITATION OF
PREVIOUS ANNOUNCEMENT:. Published
April 9,1979; 44 FR 21179.
PREVIOUSLY ANNOUNCED TIME AND DATE
OF MEETING: April 11, 1979.10 a.m.
CHANGE IN THE MEETING: The following
item has been added:

Item Number, Docket Number. and Company
M-8: Harry B. Boggs v. .Dandridge

McDonald, Civil Action No. 79-2005-CFL
Loll D. Caid

lS-722-79 Filed 4-41-79; -44 VpI
BILLING CODE 6740-02-M

8

FEDERAL ENERGY REGULATORY
COMMISSION.
"FEDERAL REGISTER" CITATION OF
PREVIOUS ANNOUNCEMENT Published
April 9, 1979; 44 FR 21179.
PREVIOUSLY ANNOUNCED TIME AND DATE
OF MEETING: April, 1979, 10 a.m.
CHANGE IN THE MEETING: The following
item has'been added:

Item Number, Docket Number, and Company
CP-4: TC79- .et aL. Alabama-Tennessee

Natural Gas Company.let a].
Kenneth F. Plumb,
Sefwy.

iS-717-79 Fled 4-12"I-V9A am
BILLING CODE 6740-02-M

9

FEDERAL MARITIME COMMISSION.
"FEDERAL REGISTER" CITATION OF
PREVIOUS ANNOUNCEMENT: April 9,1979,
44 FR 21179.
PREVIOUSLY ANNOUNCED DATE OF THE
MEETING: April 10, 1979.
CHANGE IN THE MEETING: The status of
Item 3--Open Session-Bunker
surcharges in the foreign commerce of
the United States-is changed to
indicate that the itemwas discussed in
closed session as well as open session.
[S-718-79 Filed 4-11-78; R49 am]

BILLING CODE 6730-01-M

10

BOARD OF GOVERNORS OF THE FEDERAL
RESERVE SYSTEM.

TIME AND DATE: 10 a.m., Wednesday,
April 18,1979.

PLACE: 20th Street and Constitution
Avenue, N.W., Washington, D.C. 20551.
STATUS: Open.

MATTERS TO BE CONSIDERED:

Summary Agenda
Because of its routine nature, no

substantive discussion of the following item
is anticipated. This matter will be voted on
without discussion unless a member of the
Board requests that the item be moved to the
discussion agenda.

1. Proposed revision and extension of the
Survey of Terms of Bank Lending (FR 2028A
and FR 2028B).

DLscusslon Agenda
1. Proposed addition to the Report of

Deposits (FR 414) for ATS and NOW account
data.

2. Proposal to expand sources of credit
available to Federal reserve examiners.

3. Proposed action regarding the handling
of non-interest bearing negotiable orders of
withdrawal of mutual savings banks in
Pennsylvania.

4. Any agenda items carried forward from
a previously announced meeting.

Nota-This meeting will be recorded for
the benefit of those unable to attend.
Cassettes will be available for listening in the
Board's Freedom of Information Office, and
copies may be ordered forS5 per cassette by
calling (202) 452-364 or by writing to:
Freedom of Information Office, Board of
Governors of the Federal Reserve System.
Washington. D.C. 20551.

CONTACT PFERSON FOR MORE
INFORMATION. Mr. Joseph R. Coyne,
Assistant to the Board: (202) 452-3204.

Dated: April 11. 1979.

[S-725-1 Filed 4-11-79 Wm am
BILLING CODE 6210-01.4

11

NUCLEAR REGULATORY COMMISSION.

TIME AND DATE: Week of April 2,1979
(changes).
PLACE: Conference Room. 1717 H Street
N.W., Washington, D.C.
STATUS- Closed.

MATTERS TO BE CONSIDERED: Certain
sessions of Commission Meetings on the
incident at Three Mile Island were held
on different topics, as outlined below:

11 an.m, Tuesday. April 3;
5:15 p.m.. Wednesday, April 4; and
11:20 a.m.. Thursday. April 5.
Discussion of Implications of Three Mile

Island incident for other B&W reactors
(closed-exemptions 9 and 10).

11 a.m. Friday. April 6.
Discussion of Commission investigation of

Three Mile Island incident (closed-
exemptions 5. 9 and 10).

Feea Reise / .4. N . .Fia .Ap i I1|99 usin c M eig
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CONTACT PERSON FOR MORE
INFORMATION: WalteiMagee (202) 634-
1410.

ADDITIONAL INFORMATION: The'
Commission continued to meet on April
5 and April 6 on the subject "Discussion
of Incident at Three Mile Island." The
series of meetings is CLOSED to public
attendance under Exemption 9.
Additional sessions will be held while
the investigation continues.

April 9, 1979.

Walter Magee,
Offce of the SecetarVy
[S-724-79 Filed 4-11-79; 2:51 pm]
BILLING CODE 7590-01-M

12

SECURITIES AND EXCHANGE-COMMISSION.

Notice is hereby given, pursuant to the
provisions.of the Government in the
Sunshine Act, Pub. L. 94-409, that the
Securities and Exchange Commission
will hold the following meetings during
the week of April 16, 1979, in Room 825,
500 North Capitol Street, Washington,
D.C.

Closed meetings will be held on
Tuesday, April 17, 1979, at 10:00 a.m.
and on Wednesday, April 18, 1979, at
10:00 a.m. An open meeting will be held
on Thursday, April 19, 1979, at 10:00 a.m.

The Commissioners, their legal
assistants, the Secretary of the
Commission, and recording secretaries
will attend the closed meetings. Certain
staff members who are responsible for
the calendared matters may be present.

The General Counsel of the
Commission, or his designee, has
certified that, in his opinion, the items to
be considered at the closed meetings
may be considered pursuant to one or
more of the exemptions set forth in 5
U.S.C. 552b(c)(4)(8)(9](A) and (10) and 17
CFR 200.402 (a)(8(9)(i) and (10).

Chairman Williams and
Commissioners Loomis, Evans, Pollack
and Karmel determined to hold the
aforesaid meetings in closed session.

The subject matter of the closed
meeting scheduled for Tuesday, April 17,
1979, at 10:00 a.m., will be:

Litigation matters.
Formal order of investigation.
Settlement of administrative proceedings of

an enforcement nature.
Other litigation matters.
Access to investigative files by Federal,

State, or Self-Regulator , Authorities.
Institution of administrative proceedings of

an enforcement nature.
Institution of injunctive actions.
Freedom of Information Act appeals.

The subject matter of the closed
meeting scheduled for Wednesday.
April 18,1979, at 10:00-a.m., will be:

Institution of administrative proceedings of
an enforcement nature.

Institution and settlement of administrative
proceedings of an enforcement nature.

Institution of injunctive actions.
Other litigation matter.
Regulatory matter regarding financial

institutions.

The subject matter of the open
meeting scheduled for Thursday, April
19., 1979, at 10:00 a.m., will be:

1. Consideration of a release that would-
propose for comment rules which would

-require inclusion of a statement of
management on internal accounting control
in certain. filings with the Commission and in
annual reports to security holders furnished
pursuant to the Commission's proxy rules,
and would require that such statement on
internal accounting control be examined by
an independent public accountant. For further
information, please contact James J. Doyle at
(202) 472-3782.

Consideration of a request for a waiver of
certain provisions of the Commission's
Conduct Re'gulation (relating to outside
practice in connection with the temporary
employment of Roderic L. Woodson, Esquire.
For further information, please contact Irving
Picard at (202) 755-1238.

3. Consideration of an appeal of the
Freedom of Information Act Officer's
decision to deny access to certain documents
concerning the proposed merger of Love
Petroleum Company with U.S. Energy Search,
Inc. For further information, please contact
Andrew Sidman at (202) 755-1183.

4. Consideration of a request by Amswiss
-International Corp. ("Amswiss") that the
Comission either (1) concur in an
interpretation that Amswiss, under certain
circumstances, would not be deemed a "third
market maker" for purposes of Rule 1hAc-I
under the Securities Exchange Act of 1934
("Rule") or (2) graritArnswiss an exemption
from the Rule, pursuant to paragraph (d)
thereof, relieving it of the obligation to
communicate quotation information 'to the
National Association of Securities Dealers,
Inc. for dissemination to quotation vendors.
For further information, please contact
Brandon Becker at (202] 755-8749.

5. Consideration of two releases
announcing (a) a proposal to amend
Securities Exchange Act Rule 19b-4 (17 CFR
240.19b-4) to facilitate the Commission's
review of proposed rule change filings by
self-regulatory organizations and related
Form 19b-4A (17 249.819a] to specify in
greater detail the information that a self-
regulatory organization must include in a
proposed rule change filing, and the
rescission of related Form 19b-4B (17 CFR
249.819b), and (b) and amendment, effective'
immediately, to Section 200.30-3 (17 CFR
200.30-3] of the Commission's rules of general
orga ization to delegate aithority to the
Director of the Division of Market Regulation
to extend the time for Commission action on
proposed rule changes filed by self-regulatory

organizations. For further Information, please
contact Susan P. Davis at (202) 755-7010,

6. Consideration of whether to adopt u rule
which would suspend the duty to file reports
pursuant to section 15(d) of the Securities
Exchange Act of 1934 upon termination of
registration under section 12(g)(4) of the
Echange Act. Such suspension shall be for
the balance of the fiscal year of the section
12(g)(40 deregistration and for any
subsequent fiscal year at the beginning of
which securities of such class are held of
record by less than 300 persons. For further
information, please contact Ann M. Clickman
at (202) 376-2939.

7. Consideration of whether to Issue a
release under the Trust Indenture Act of 1039
announcing'that issuers of debt securities In
offerings exempt from registration under

.Regulation A of the Securities Act of 1933
will not be required to qualify indentures
covering such securities under the Trust
Indenture Act of 1939. For further ,
information, please contact Norman Schou ut
(202] 755-1240.

FOR FURTHER'INFORMATION, CONTACT:
Mike Rogan at (202) 755-1638.

April 11, 1979.
[S-723-79 Filed 4-11-79; 2:48 pm]

BILLING CODE 8010-01-M
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DEPARTMENT OF LABOR

Employment Standards Administration

Minimum Wages for Federal and
Federally Assisted Construction;

General Wage Determination
Decisions

General Wage Determination
Decisions of the Secretary of Labor
specify, in accordance with applicable
law and on the basis of information
available to the Department of Labor
from itsistudy of local wage conditions
and from other sources, the basic hourly
wage rates and fringe benefit payments
which are determined to be prevailing
for the described classes of laborerl and

' mechanics employed in construction
activity of the character and in the
localities specified therein.

The determinations in these decisions
of such preiailing rates and fringe
benefits have been made by authority of
the Secretary of Labor pursuant to the
provisions of the Davis-Bacon Act of
March 3,1931, as amended (46 Stat.
1494, as amended, 40 U.S.C. 276a) and of
other Federal statutes referred to in 29
CFR'1.1 (including the statutes listed at
36 FR 306 following Secretary of Labor's
Order No. 24-70) containing provisions
for the payment of wages which are
dependent upon determination by the
Secretary of Labor under the Davis-
Bacon Act; and pursuant to the
provisions of Part 1 of Subtitle A of Title
29 of Code of Federal Regulations,
Procedure for Predetermination of Wage
Rates, (37 FR 21138) and of Secretary of
Labor's Orders 12-71 and 15-71 (36 FR
8755, 8756). The prevailing rates and
fringe benefits determined in these
decisions shall in accordance with the
provisions of the foregoing statutes,
constitute the minimum wages payable
on Federal and federally assisted
construction projects to laborers and
mechanics of the specified classes
engaged on contract work of the
character and in the localities described
therein.

Good cause is hereby found for not
utilizing-notice and public procedure
thereon prior to the issuance of these
determinations as prescribed in 5 U.S.C.
553 and not providing for delay in
effective date as prescribed in that
section, because the necessity to issue
construction industry wage
determination frequently and in large
volume causes procedures to be
impractical and contrary to the public
interest.

General Wage Determination
Decisions are effective from- their date of
publication in the Federal Register
without limitation as to time and are to
be used in accordance with the
provisions of 29 CFR Parts 1 and 5.
Accordingly, the applicable decision
together with any modifications issued
subseqiuent to its publication date shall
be made a part of every contract for
performance of the described work
within the geographic area indicated as
required by an applicable Federal
prevailing wage law and 29 CFR, Part 5.
The wage rates contained therein shall
be the minimum paid under such
contract by contractors and
subcontractors on the work.

Modifications and Supersedeas
Decisions to General Wage
Determination Decisions

Modifications and Supersedeas
Decisions to General Wage
Determination Decisions are based upon
information obtained concerning
changes in prevailing hourly wage rates
and fringe benefit payments since the
decisions were issued.

The determinations of prevailing rates
and fringe benefits made in the
Modifications and Supersedeas
Decisions have been made by authority
of the Secretary of Labor pursuant to-the
provisions of the Davis-Bacon Act of
March 3, 1931, as amended (46 Stat.
1494, as amended, 40 U.S.C. 276a) and of
other Federal statutes referred to in 29
CFR 1.1 (including the statutes listed at
36 FR 306 following Secretary of Labor's
Order No. 24-70) containing provisions
for the payment of wages which are
dependent upon determination by the
Secretary of Labor under the Davis-
Bacon Act; and pursuant to the
provisions of Part I of Subtitle A of Title
29 of Code of Federal Regulations,
Procedure for Predetermination of Wage
Rates (37 FR 21138) and of Secretary of
Labor's Orders 13-71 and 15-71 (36 FR
8755, 8756]. The prevailing rates and
fringe benefits determined in foregoing
General Wage Determination Decisions,
as hereby modified, and/or superseded
shall, in accordance with the provisions
of the foregoing statutes, constitute the
minimum wages payable on Federal and
federally assisted construction projects
to laborers and mechanics of the
specified classes engaged in contract
work of the character and in the
localities described therein.

Modifications and Supersedeas -
Decisions are effective from-their date of
publication in the Federal Register
without limitation as to time and are to
be used in accordance with the
provisions of 29 CFR Parts I and 5.

Any person, organization, or
governmental agency having an interest
in the wages determined as prevailing Is
encouraged to submit wage rate
information for consideration by the
Department. Further information and
self-explanatory forms for the purposb
of submitting this data may be obtained
by writing to the U.S. Department of
Labor, Employment Standards
Administration, Office of Government
Contract Wage Standards, Division of
Wage Determinations, Washington, D.C.
20210. The Cause for not utilizing the
rulemaking procedures prescribed in 5
U.S.C. 553 has been set forth in the
original General Wage Determination
Decision.

New General Wage Determination
Decisions

Mississippi.-MS79-1060.

Modifications to General Wage
Determination Decisions

The numbers of the decisions being
modified and their dates of publication
in the Federal Register are listed with
each State.
Alabama:
AL79-1046 .......... ........... ....... ....... Mat, 10, 1970.
Colorado.
CO78-5132 .......... .................................. Nov, J, 1 970,
Massachusetts:
MA78-2090 ..................... .. Sept 22, 1979.
Minnesota:
MN78-2151 ............ Oct 27, 1970,
New York:
NY78-3094 ............ .......... Nov. 24, 1970,
Oregon:
OR78-5117; 0878-5118 ................. , July 21, 1978
Pennsyfvara:
PA77-3122 ........ I ..................... Sep1. 9, 1970,
PA78-3067 ........... . .... Sept. 22 1970.
PA78-3068; PA78-3070 ............. Sept. 29, 1970.
PA78-3099 ............................... .. ........ ... Do IS, 180.
Texas
TX79-4003; TX79-4004: TX79-4005 .......... Jan. S, 1979.
Utah
UT78-5128 . .. ....... ....... ....... Oct . 1, 97,
Wisconsin•
W178-2136 .... ... ..... ............. .... Oct. 27,1970,

Supersedeas Decisions to General Wage
Determination Decisions

The numbers of the decisions being
superseded and their dates of
publication in the Federal Register are
listed with each- State. Supersedeas
Decision numbers are in parentheses
following the numbers of the decisions
tieing superseded.
Alabama:
AL79-1004(AL79-1065) ................. Jan. 26, 1979,
AL79-1015(AL79-1066) .................... Feb, 2,1979.
AL7-047AL79-01).................. MW 20, 1970,
Florda,
FL79-1025(FL79-1064) ................. Fob. 2, 1070.
FL79-1038(FL79-1068) . ............ Feb. 9. 1979.
New Mexico:
NM78-4011(NM79-4061); NM78-4011

(NM79-4062) .............................. Fobtuary 10, 1070.

Cancellation of General Wage
Determination Decision

General Wage Determination
Decision No. CA78-5106, ALPINE

22290



COUNTY, CALIFORANIA only is
-cancelled. Agencies with residential
construction projects pending in this
location should utilize the project
determination procedure for submitting
form SF-308. See Regulations Part 1 (29
CFR), § 1.5. Contracts for which bids
have been opened shall not be affected
by this notice, and consistent with 29
CFR 1.7(b)(2), the incorporation of
Decision No. CA78-5106 in contract
specifications the opening of bids for
which is within ten (10) days of this
notice need not be affected.

This is to advise all interested parties
that the Departrment of Labor intends to
withdraw 30 days from the date of this
notice, Carroll County, Indiana, from
General Wage Determination No. IN79-
2002 dated January 26, 1979, in 44 FR
5606, applicable to Building Construction
not including single family homes an
garden type apartments up to and
including 4 stories.

General Wage Determination
Decision Nos. TX77-4027, Brazoria, Fort
Bend, Galveston, Harris, Matagorda,
Montgomery & Walker Counties, Texas;
TX78-4029, Armstrong, Carson, Castro,
Childress, Collingsworth, Dallam, Deaf
Smith, Donley, Gray, Hansford, Hartley,
Hempshill, Hutchinson, Lipscomb,
Moore, Ochiltree, Oldham, Potter,
Randall, Roberts, Sherman, Swisher &
Wheeler Counties, Texas; TX79-4012,
Bastrop, Blanco, Caldwell, Fayette,
Hays, Lee, Travis & Williamson
Counties, Texas and TX79-4015, Tarrant
County, Texas are cancelled. Agencies
with residential building construction
projects pending-in these Counties
should utilize the project determination
procedure by submitting form SF-308.
See Regulations Part 1 (29 CFR), § 1.5.
Contracts for which bids have been
opened shall not be affected by this
notice, and consistent with 29 CFR 1.7
(b)(2), the incorporation of Decision Nos.
TX77-4027, TX78-4029, TX79-4012 and
TX79-4015 in contract specifications the
opening of bids for which is within ten
(10) days of this notice need not be
affected.

Signed at Washington, D.C., this 6th day of
April 1979.
Dorothy P. Come,
Assistaf tAdmfnistrotr, Woe andHour Diisian.

'BILLING CODE 4510-27-M
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DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

National Institutes of Health

Recombinant DNA Advisory
Committee; Meeting

Pursuant to Pub. L. 92-463, notice is
hereby given of a meeting of the
Recombinant DNA Advisory Committee
at the Linden Hill Hotel, Terrace Room,
5400 Pooks Hill Road, Bethesda,
Maryland 20014, on May 21, 22, and 23,
1979, from 9:00 a.m. to 5.00 p.m.

The entire meeting will be open to the
public for consideration of. Lower
Eukaryote Host-Vector Systems,
Prokaryote Host-Vectors Other Than E.
coll K-12, Amendment of Guidelines,
Actions under exemption I-EZ5,
Exemptions for organisms that exchange
genetic information (I-F,-4), E. call
phage-vector systems, EK2 host-vector
systems, NIH risk-assessment plan,
Reports of Plasmid and Phage
Subcommittees, Review of protocols for
required containment levels, Criteria for
and the handling of characterized
clones, Requests for lowering of
containment levels on the basis of
-characterization of clones, Other
matters requiring necessary action by
the Committee.

Attendance by the public will be
limited to space available Di. William J.
Gartland, Jr., Executive-Secretary,
Recombinant DNA Advisory Committee
National Institutes of Health, Building
31, Room 4A52, telephone 301-496-6051,
will provide materials to be discussed at
the meeting, rosters of committee
members and substantive program
information. A summary of the meeting
will be-available at a later date.

Dated: March 30,1979.
Suzanno L. Fremeau,
Committee Management Officer, N.
[FR Doc. 79-11369 Filed 4-11-79; &45 am)

BILLING CODE 4110-08-M

Recombinant DNA Research;

Proposed Actions Under Guidelines

AGENCY: National Institutes of Health,
PHS, DHEW.
ACTION: Notice of proposed actions
under the NIH Guidelines for Research
Involving Recombinant DNA Molecules..

SUMMARY: This notice sets forth
proposals for actions to be taken under
the 1978 NIH Guidelines for Research
Involving Recombinant DNA Molecules
[Federal Register on December 22, 1978
(43 FR 60108)]. Interested parties are
invited to submit comments concerning

these proposals. After consideration of
these proposals and comments by the
NIH Recombinant DNA Advisory
Committee (RAC) at its May 21-23, 1979,
meeting, the Director of the National
Institutes of Health will issue decisions
on these proposals in accord with the
Guidelines.
DATE: Comments must be received by
May 14, 1979.
ADDRESS: Written comments ,and
recommendations should be submitted
to the Director, Office of Recombinant
DNA Activities, Building 31, Room 4A52,
Nation Institutes of Health, Bethesda,
Maryland 20205. All comments received
in timely response to this notice will be
considered and will be available for
public inspection in the above office on
weekdays between the hours of 8:30
a.m. and 5 p.m.
FOR FURTHER INFORMATION CONTACT.

.'Additional information can be obtained
from Drs. Michael Resnick or Stanley
Barban, Office of Recombinant DNA
Activities, National Institutes of Health,
Bethesda, Maryland 20205, (301) 496-
6051.
SUPPLEMENTARY INFORMATION: The
National Institutes of Health will
consider the following changes and
amendments under the Guidelines for
Research Involving-Recombinant DNA
Molecules (43 FR 60108), as well as
actions under these Guidelines.
1. Cloning of Eukaryotic Viruses in -

Saccharomyces cerevisiae and
Neurospora crassa

The RAC at-its February 15-16
meeting recommended the use of
Saccharomyces cerevisiae and
Neurospora crassa as HV1 systems and
specified certain strains and vectors of
S. cerevisiae asHV2 host-vector
systems. The RAC also recommended
the following containment levels for
experiments involving complete
genomes of eukaryotic viruses:

Experiments involving complete genomes
of eukaryotic viruses will require P3+HVI or
P2+HV2 contaiunent.

General equivalency between both
the N. crassa and the S. cerevisiae HV
systeins and the E. coll EK'systems was
recommended by the RAC. However,
there was concern over the possible
expression of eukaryotic viral genomes
in the lower eukaryote-host-vector
systems. Therefore, the RAC has
recommended that the cloning of these.
viruses be subject to higher levels of
containment than those required for
cloning in E. coli.
2. Use of Unmodified Laboratory Strains
of Neurospora crassa

The RAC at its February 15-10, 1979
meeting recommended a linlted use of
unmodified laboratory strains of
Neurospora crassa. The NIH accepted a
conservative interpretation of the RAC's
action, limiting its use as a host, at the
P3 level of containment, for shotgun
experiments'with phages, plasmids, and
DNA from Class I prokaryotes [1] and
lower eukaryotes that do not produce
polypeptide toxins.I34] The following
alternate interpretation of the RAC's
action is published for comment and
further consideration by the RAC:

Unmodified laboratory strains of
Neurospora crassa can be used in all
experiments for which HV1 N. crassa
systems are approved provided that these are
carried out at physical containment one level
higher than required for HVI. However, If P3
containment is specified for HVI N. crassa,
this level is considered adequate for
unmodified N. crassa. For P2.plysical
containment, special care must be exercised
to prevent aerial dispersal of macroconidla,
including the use of a biological safety
cabinet.

3. Modification of Section IIl-C-C-
Transfer oJ Cloned DNA Between
Eukaryotes

The RAC at its February 15-10, 1979
meeting recommended that a new
section, Ill-C--6, be incorporated Into the
Guidelines, as follows:

I-C-6. Return of DNA Segments to a
Higher Eukaryotic Host of Origin. DNA from
a higher eukaryote (Host D) may be Inserted
into a lunbdoid phage vector or Into a vector
from a certified EKZ host-vector system and
propagated in E. coil K-12 under the
appropriate containment conditions [See
Section rI-A-1]. Subsequently, this
recombinant DNA may be returned to Host D
and propagated under conditions of physical
containment comparable to P1 and
appropriate to the organism under study, [2A]

Several commentators had requested
that this section be broadened to permit
the transfer of DNA segments to a
heterologous eukaryote instead of only
to the host of origin. The RAC, at its
February 15-16, 1979 meeting felt that
the proposal of the commentators would
require further consideration and more
explicit formulation. Accordingly, the
following section has been proposed to
replace the previously recommended
Section M-C-6:

M-C-6. Transfer of cloned DNA segments
to eukaryotic organisms. DNA from any
nonprohibited source [Section I-D] which has
been cloned and propagated in . coli under
appropriate physical containment conditions,
may be transferred with the E. coil vector
used for cloning to a eukaryotic organism or
cells in culture and propagated under
conditions of physical containment
comparabli to P1 and appropriate to the
organism under study. [2A]
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'4. A Proposed "cosmid"EK2 vector
A proposal from Dr. John Collins of

the Gesellschaft fur Biotechnologische
Forschung, West Germany, for the use of
the cosmids pJC75-58, pJC78, and pJC79
as EK2 cosmid vectors will be
considered by the RAC. These vectors
are combinations of EK2 plasmid and
lambda bacteriophage vectors which
enable in vitro packaging of DNA. The
proposal is available from the Office of
Recombinant DNA Activities.
5. Amendment of section II-D-1-a-(1)

The Plasmid Working Group of the
RAG has unanimously recommended
that the phrase "when plasmid vectors
are employed," be added to Section I-
D-1-a-(I) of the Guidelines. This section
would be amended to read: -

1I-D-1--a-{]. EK1. The host is always E.
colt K-12 or a derivative thereof, and the
vectors include nonconjugative plasmids (e.g.,
pSC1Ol. CoMEl. or derivatives thereof [21-27])
and variants of bacteriophage, such as X
[28-33]. When plasmid vectors are employed,
the E. coli K-12 hosts shall not contain
conjugation-proficient plasmids, whether
autonomous or integrated, or generalized
transducing phages.

This was proposed to allow for the
use of EKI bacteriophage vectors in the
presence of conjugation-proficient
plasmids. The Working Group had
concluded that the biological
containment associated with these
vectors would not be significantly
altered.
6. Proposed Exemption under I-E-5 for
Experiments Involving F.K1 and EK2
Host-Vector Systems

Drs. Wallace Rowe and Allen
Campbell, members of the RAC, have
proposed the following action in accord
with Sectiorl I-E-5 of the Guidelines.
This action would exempt certain -
categories of recombinant DNA-
molecules in addition to those already
stated in Sections I-E-1 to -4. The
proposed exemption would read as
follows:

Those recombinant DNA molecules that
are propagated in.E. coli K-12 hosts not
containing conjugation-proficient plasmids or
generalized transducing phages, when
lambda or lambdoid bacteriophages or non-
conjugative plasmids are used as vectors, are
exempt from the Guidelines.

Drs. Rowe and Campbell stated that
this action is being proposed because of
the large body of information that has
accumulated concerning the E. coli K-l2
host-vector systems, all of which points
to the afety of such systems. This
information includes the extensive
expert analyses of the biology of E. coli
K-12 and of molecular segments cloned
therein, the polyoma risk assessment

experiments, the negative results of
monitoring laboratory personnel for
acquisition of E. colt K-12 and its
plasmids, and a number of other risk
assessment studies on the survival and
pathogenicity of EK1 and EK2 host-
vector systems. (Additional Information
is available from the Office of
recombinant DNA Activities.)
Experiments that are presently
prohibited, including those involving
more than 10 liters of culture, would
remain prohibited.
7. Proposed Exemption Under I-E-5 for
Cloning in Tissue Culture Cells

Dr. Wallace Rowe, a member of the
RAC, has proposed the following action
in accord with Section I-E-5 of the
Guidelines. This action would exempt
certain categories of redombinant DNA
molecules in addition to those already
exempted in Sections I-E-1 to -4. The
proposed exemption would read as
follows:

Those recombinant DNA molecules that
are propagated in cells in tissue culture and
that are derived entirely from non.viral
components (that is, no component is derived
from a eukaryotic virus) or that contain no
more than one-fourth of the genome of a
eukaryotic virus are exempt from the
Guidelines.

As stated by Dr. Rowe, this action is
being proposed because tissue culture
experiments that do not involve
production of competent
microorganisms containing recombinant
DNA do not represent a biohazard.
There are many important experimental
systems in which recombinant
molecules are integrated into tissue
culture cells in order to study gene
function. Since these experiments do not
involve the possibility of establishing
recombinant molecules in the
ecosystem, there is no need for them to
be covered by the Guidelines. This
proposed exemption would not apply to
whole organisms.
8. Use of Agrobacterium tumefaciens as
a Host-Vector System

Dr. Mary-Dell Chilton of the
University of Washington has requested
that the bacterium Agrobacterium
tumefaciens be approved as an HV
system for introducing recombinant
DNA into plants as follows:

Non-disabled strains of ASrobacterium
tumefaciens can be used in combinations
with the cointegrate plasmid Th:RP4 as a
host-ector system at the P3 level of physical
containmenL

The cointegrate plasmid is capable of
replicating in E. coil in which desired
genes could be inserted and cloned. It
can also replicate inA. tumefaciens and
hence be transferred, by this host's

ability to induce plant tumors, to plant
cells. Since the experimental procedures
require maintenance of both plasmid
virulence and the pathogenicity ofA.
tumefaciens for tumor induction, efforts
to disarm the system will defeat its
purpose. The proposal is based on the
premise that P3 physical containment
will compensate for the less than HV1
biological containment. (The proposal is
available from the Office of
Recombinant DNA Activities.)
9. Criteria for Characterized Clones

Footnote 3 of the Guidelines outlines
the types of data to be considered by the
Institutional Biosafety Committees (IBCJ
for reducing required containment for
characterized clones. The rationale for
reducing containment levels is that
clones that have been characterized and
which can be regarded as free from
harmful genes are considered to presefit
a lower risk than shotgun or other
uncharacterized clones and, therefore,
justify relaxation of biological and/or
physical containment.

A Working Group of the RAC on
characterized clones requested
information from members of the
scientific community which would
provide guidance to the principal
investigators and the lEC's for
determining whether clones are
sufficiently characterized. The following-
criteria which they have developed are
intended to amplify Footnote 3 of the
Guidelines (further information is
available from the Office of
Recombinant DNA Activities]:

(a) Absence ofpotentially hazardous
genes. Part (a) of Footnote 3 specifies
examples of harmful sequences which
are of special concern. In E. col the risk
of induced autoimmunity from exposure
to clones that produce proteins that are
either human hormones or other
biologically active molecules is
considered insignificant.

(b) cDNAs. These are considered
characterized by definition. Since their
functions will be known. judgment of
potential harm will also be known, The
cDNA sequences should be shown by
test of size and hybridization to
represent a sequence corresponding to
the specified gene.

(c) Cloned DNA carying a specified
gene. Characterization should include
data showing that the clone carries a
specific gene by hybridization and, if
feasible, by expression. Size
measurements and restriction maps
should delineate all other sequences
including intervening sequences and
adjacent sequences with or without
control functions. In accord with current
knowledge, coding. intervening, and

" Federal Re ster ] Vet. 44. No. 73 / Friday. April 13. 1979 [ Notices 22315



Federal Register / Vol. 44, No. 73 / Friday, April 13, 1979 / Notices

flanking sequences of up to 30,000 base
pairs in total are eligible for reduction
by IBC.'Larger sequences shall be
referred to ORDA for approval.

(d) Recombinant clones. IBC's may
approve requests to recombine two or
more characterized sequences from any
source if the sequences have already
been approved for reduced containment.
Containment shall be the same level as
for the characterized clone component
with the highest containment.
10. Proposed Exemption for
Pseudomonas putida and Pseudomonas
aeruginosa under Section I-E-4

Dr. N.-Ornston of"Yale University has
proposed, in accord with Section I-E-4
of the Guidelines, that Pseudomonas
putida and Pseudomonas aeruginosa be
added to the exempt list in Appendix A
of gram-negative organism s that-
exchange.DNA by known physiological
processes. Further information
documenting the exchange of genetic
information between these two species
and those in Appendix A is available
from the Office of Recombinant DNA
Activities.
11. Containment Levels for Experiments
Involving Actinomycetes and Exemption
for Streptomyces Species that Exchange
Genetic Information

The RAC Working Group on
Prokaiyotic Host-Vectors other than E.
coli has proposed the-following actions
(reports are available from the Office of
Recombinant DNA Activities):

(a) P2 physical containment shall be
used for DNA recombinants produced
between members of the Actinomycetes
group except for those species which are
known to be pathogenic for man,
animals or plants. [2A]

Members of this group of
microorganisms include the
Streptomyces and Micromonospora
genera which produce many medically
important and beneficial antibiotics. The -
Streptomyces are primarily soil
organisms and none have been reported
to be pathogenic in humans.

(b) Streptomyces species that have
been shown to exchange chromosomal
DNA are proposed to be included under
the exemption category of Section I-E-4
of the 1978 Guidelines. Any recombinant
DNA molecules that are composed
entirely of DNA segments from one or
more of the organisms listed below and

-to be propagated in-any of the organisms
listed below are exempt from the
Guidelines. (This list is to be separate -

from the other lists of exempt organisms
in Appendix A.)
Streptomyces aureofaciens
Streptomyces rimosus
Streptomyces coelicolor

Streptomyces griseus
Streptomyces cyaneus
Str~ptomyces vehezuelae

12. Cloning in Bacillus subtilis and
Streptomyces coelicolor.

Dr. Stanley Cohen of Stanford
University has proposed the following
actions:

(a) Bacillus subtilis strains that do
ndt carry an asporogenic mutation can
be used as hosts specifically for the
cloning of DNA derived from E. coli K-
12 hnd Streptomyces coelico1or using
NIH-approved Staphylococcus aureus
plasmids as vectors under P2 conditions.
(b) Streptomyces coelicolor can be

used as a host for the cloning of DNA
derived from B. subtilis, E. coli K-12, or
from S. aureus vectors that have been
approved for use'in B. subtilis under P2
conditions..

Dated: April 6, 1979.
Donald S. Fredrickson.
Director. National Institutes ofHealth.
[FR Doc. 79-113=Z Filed 4-1-79; 845 aml

BILUNG CODE 4110-08-M
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DEPARTMENT OF HEALTH,

EDUCATION, AND WELFARE

Food and Drug Administration

21 CFR Parts 10, 12, 13, 14, 15, 16

Administrative Practices and
Procedures Amendments

AGENCY: Food and Drug Administration.
ACTION: Final rule.

SUMMARY: This document revises the
Food and Drug Administration (FDA)
regulations on administrative practices
and procedures. The revisions are 'based
on FDA's experience in using the
regulations, and they incorporate
editorial changes to make the '
regulations more concise and readable.
EFFECTIVE DATE: May 14,1979.
FOR FURTHER INFORMATION CONTACT:
Ronald J. Wylie, Compliance
Regulations Policy Staff (HFC-10), Food
and Drug Administration, Department of
Health, Education, and Welfare, 5600
Fishers Lane, Rockville, MD 20857, 301-
443-3480.
SUPPLEMENTARY INFORMATION: In the
Federal Register of November 7, 1978 (43
FR 51966), FDAproposed to revise its
administrative practices and procedures
regulations. The regulations appear in
Parts 10, 12, 13, 14, 15 and 16 of Chapter
I of Title 21 of the Code of Federal
Regulations.

The proposed revisions were both
substantive and editorial. The
substantive revisions were based on
FDA's experience with the regulations
since they were published in 1976 and
1977. The editorial revisions were
intended to make the regulations clearer
and more understandable, consistent
with the objectives of the Department of
Health, Education, and Welfare's
"Operation Common Sense." The
purpose of the revisions is described in
more detail in the preamble'to the
proposal.

In response to the proposal, comments
were submitted by several individuals,
trade associations, and.companies. A
summary of the comments and FDA's
responses to them appear below.
Additional changes based on the
agency's continuing internal review of
.the procedural regulations are also
noted.

General
1. Two comments stated that the

proposed changes do not achieve the
stated objective of making the
regulations more clear and
understandable.

Extensive changes in style and
content were found to be unnecessary in
the revision of these regulations. In their
original form, the regulations were
written in as straightforward and clear a
style as possible consistent with the
need for precise standards and

.instructions. The relatively small
number of changes in this revision
results more from the care with which
the regulations were initially drafted
than from any lack of purpose in the
revision. Nonetheless, certain stylistic
conventions were incorporated into the
proposal as a means of achieving a more
conversational style without sacrificing
precision or clarity. The agency believes
that this objective has been achieved.

Administrative Practices and Procedures
(Part 10)

2. A comment suggested that § 10.1(d)
(21 CFR 10.1(d)) be revised to include, in
referring to the date of publication in the
Federal Register, a reference to the
phrase "to publish." Section 10.1(d) is
amended accordingly.

3. A comment requested that the term
"docket file" be defined separately in
§ 10.3 (21 CFR 10.3). It. suggested as the
definition the one contained in the -
preamble: "'the file on a matter in the
Hearing Clerk's office."

The agency does not believe that a
separate definition for "docket file" is
needed. The term is not used in the
regulations to any extent apart from its
use in § 10.30(c) and (d) (21 CFR 10.30(c)
and (d)), where it is adequately defined.

4. A comment suggested that the
definition of the term "petition" in § 10.3
(21 CFR 10.3) include the phrase "or

refrain from taking" in the context of the
action a petition may request the-agency
to take.

An interested person mayrequest by
petition that the Commissioner not take
action and the phrase "or not to take" is
added to the definition of "petition."

5. One comment objected to the
requirement of § .10.20 (21"CFR 10.20)
'that four copies of submissions be filed
with the Hearing Clerk. It requested that
the requirement for multiple copies be
eliminated.

FDA does not have the resources or
facilities to copy all documents
submitted to the Hearing Clerk, although
more than one. copy of each submission
is needed. Although the agency routinely
duplicates enormous amounts of
material in the conduct of its business,
both for internal and external uses, the
burden of duplication should be shared
with it by members of the public. The
general requirement that four copies be
submitted is tempered by the
requirement of § 10.40(b)(4) (21 CFR

10.40 (b)(4)), which permits persons to
file only one copy of a response to a
notice of proposed rulemaking published
in the Federal Register. In practice this
rule has been applied to most Federal
Register documents. FDA views these
duplication requirements-a general
requirement for four copies that is
limited to one copy in the case of
individuals responding to Feoral
Register documents-as a reasonable
compromise in distributing the burden of
duplicating submissions, FDA notes, In
this regard, that the author of the
comment stated that the duplication
requirement was not necessarily a
burden to it.

6. An editorial change originating with
thl agency is made to § 10.30(b) by
inserting in the form "Citizen Petition" a
new heading "E. CERTIFICATION," The
new heading would appear immediately
before the present certification
statement, after the paragraph
describing the requirements for a
statement of economic impact. The
modification is intended to facilitate
specific references to the certification
statement in communications regarding
petitions.

7. An agency-initiated revision
deletes, for purposes of clarification, the
word "optional" in its reference to
procedures in § 10.40(g)(6). Some of the
procedures specified in paragraph (f) are
not always optional, such as advisory
committee reviews of medical device
classifications.

8. One comment suggested that
§ 10.45(f) (21 CFR 10.45(f)), which lists
those sections of the regulations
specifying what comprises the
administrative record for various types
of agency action, inadvertently omits a
reference to § 10.33(k) (21 CFR 10.33(k)).
That section specifies the administrative
record in an administrative
reconsideration of action. The comment
is correct, and a reference to § 10.33(k)
is inserted in § 10.45(f).

9. FDA, on its own initiative, has
clarified the requirement of § 10.55(d)(3)
(21 CFR 10.58(d)(3)) that ex parto
communications made in the context of
a formal evidentiary public hearing be
served on all other participants in the
hearing and filed with the Hearing
Clerk. The existing provision does not
specify on whom this obligation rests.
As revised, the section makes clear that
the obligation rest with the presiding
officer at the hearing or with the
Commissioner. The requirements
regarding ex parte communications
concern those communications made
-between any party and the
decisionmaker, which may be either the
presiding officer at the hearing or,

- I
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ultimately, any person in the office or
the Commissioner who is advising or
assisting the Commissioner concerning
the matter (§ 10.55(d](1)). Accordingly,
the obligation to file and serve written
ex parte communications, or to reduce
to writing and file and serve oral ex
parte communications, must fall on the
decisionmaker.

10. Another agency-initiated change is
made in § 10.65(b)(3) (21 CFR
10.65(b](3)), which presently appears to
prohibit the taking of a transcript or
recording of an informal meeting but
authorizes a written memorandum
summarizing the substance of the
meeting. There may be situations where
a transcript may be useful, such as in
meetings of substantial length where
minutes by themselves may not be
sufficient to describe all of the
suggestions, recommendations, or
comments made. The making of a
transcript in these situations will be
discretionary with the agency, although
the taking of minutes is still required.

11. One comment complained of a
change in § 10.65(d) with respect to the
ability of persons to obtain private
meetings with government officials. The
current version of the regulation states
that a person "has a right" to request
and obtain a meeting, while the
proposed version states that a person
"may request and obtain" a meeting.
The comment contends that the change
appears to strip away the rights of the
citizenry and queslions whether the
change, which is considered by the
agency to be editorial only, is actually
substantive.

One of the objectives of Operation
Common Sense is to simplify the
language of the regulations through the
consistent use of certain drafting
conventions. There is no merit to the
comment's charge that the agency
intends to affect citizens' rights under
the regulations. The use of "may" in the
proposed version simply reflects the
permissive nature of the requirement
that it is an opportunity provided to
every person should he or she wish to
exercise it. The phrase "has a right" is
stylistically excessive. In fact, to the
extent that the phrase implies a
statutory or constitutional right to obtain
a private meeting, it is misleading. The
proposed language is therefore retained.

12. The same comment also objected
to a similar change proposed in
§ 10.70(b)(2)(ii). This paragraph provides
an agency employee working on a
matter with the opportunity to record his
or her views in writing and have them
placed in the file on the matter. The
current version of the requirement states
that an employee "shall have the

opportunity to record his views:" The
proposed version states that the
employee "may record individual
views."

One of the conventions employed in
Operation Common Sense was to delete
the verb from "shall" unless its use
denoted an obligation on its subject. A
second convention adopted in Operation
Common Sense was to delete, where
possible, the use of the masculine
pronouns "his" or "he" in general
references. Section § 10.70(b](23(ii)
imposes no obligation on an employee.
The provision contemplates, rather, that
any employees wishing to record their
views may do so. Adoption of these two
conventions, that is, substituting "may"
for "shall," and deleting the reference to
"his," was the sole reason for the
modifications to the section. The
proposed revision is appropriately
permissive and does not limit any of the
rights afforded by the prior wording.
Accordingly, § 10.70(b](2](ii), like the
other regulations, is modified in
accordance with Operation Common
Sense.

13. An agency-initiated change is
made to § 10.60(b) and (d) (21 CFR
10.80(b) and (d)), which presently
provide that the details of a draft
proposal or final notice or regulation
may not be discussed with an interested
person outside the executive branch
except with the specific permission of
the Commissioner. Both sections are
amended to require that the
Commissioner provide such permission
in writing, and make the written
permission part of the public file.
Although it is necessary in some cases
to discuss the details of draft documents
with members of the public, doing so
will be more fair to the public generally
when notice of the Commissioner's
peimission to do so is a matter of public
record.

14. One comment requested that
§ 10.100(a) (21 CFR 10.100(a)), which
specifies requirements for prospective
public calendars, retain its listing of the
trial or argument of court cases. The
existing regulations require such a
listing, which the proposal would have
deleted.

The comment is rejected. The
preamble to the proposal justifies
adequately the deletion of the
requirement. Agency cases may be
numerous at any given time and may not
be significant enough to warrant
inclusion on the public calendar.
Nonetheless, significant court cases may
be listed from time to time. Further,
although not mentioned in the preamble
to the proposal, court cases are
otherwise a matter of public record and

are frequently reported in the trade
press. The benefit from listing all cases
on the public calendar does not
outweigh the significant burden of
compiling the list.
15. The same comment noted, with

respect to proposed § 10.100(b)(3), that
the list of agency officials required to
list meetings on the prospective and
retrospective public calendars no longer
included reference to the Director of the
Office of Legislative Services but did
include a reference to the Director,
Office of International Affairs.

The changes were not, as the
comment suggests, inadvertent. As a
result of an agency reorganization, the
office of the Director of Legislative
Services had been abolished. The
successor officer is the Associate
Commissioner for Legislative Affairs.
who would be required to list meetings
under § 10.100(b][3](iii). The Director,
Office of International Affairs, is deleted
from the final rule. Since the proposal,
the Office of International Affairs has
been placed within the Office of the
Associate Commissioner for Health
Affairs. Its director is no longer a
member of the Policy Board and
therefore need not list his or her
meetings on the public calendar.

Formal Evidentiary Public Hearing (Part
12)

16. A comment noted that the
proposed revision of § 12.20(e) (21 CFR
12.20(e)) deletes the requirement that a
person who objects to a regulation and
requests a hearing be "adversely
affected."

FDA regulations have a potential for
adversely affecting any member of the
public. This view is reflected in former
§ 10.3(a](12), which now appears as the
definition of 'interested person" in
§ 10.3(a). Any person who submits an
objection to a regulation is considered to
be "adversely affected" within the
meaning of the statute and regulations.
Therefore, the term "adversely affected"
in § 12.20(e) is superfluous.
17. A comment questioned whether

omission of former § 12.45(c) (21 CFR
12.45(c)), relating to the service of
pleadings and other documents, was
inadvertent. The comment observed that
no explanation for the omission was
provided in the preamble to the
proposed revisions.

'Section 12.45(c) was deleted
intentionally. It duplicated the service
requirements in § 12.80[c) (21 CFR
12-80(c)).

18. A comment urged that the
proposed revision of § 12.45(e) be
further modified to provide for an
opportunity to show cause why a
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person's participation should not be
stricken in cases where that action is to
be taken for reasons other than'failure
to participate in the hearing. The
comment also recommended that, in all
cases where participation is to be
stricken, the affected person should be
notified of the dction.

The agency believes that a show
cause procedure serves no usefil
purpose when a person's participation is
to be stricken. If a person is
participating in a hearing, and the
presiding officer concludes that the
person's participation should be stricken
for failure to comply with the
regulations, the person-will be present at
the time the presiding officer proposes
the ruling. The person may oppose the
rjuling at that time. It is extremely
unlikely that a person whose
participation is to be stricken for
reasons other than nonparticipation will
require a show cause order to be made
aware of the proposed action.

The agency also believes that there is
little value in requiring notification of a
persori whose participation has been
stricken. If the person is participating in
the hearing, the presiding officer will
advise the personof that action. If the
person's participation is stricken for
nonparticipation, and the person
continues not to participate, there are no
compelling reasons to issue a written
notice stating that fact.

19. The same comment requested a
fuller explanation of the term
"participation" as used in proposed
§ 12.45(e).

"Participation" means active
involvement in the hearing consistent
with a person's statements of specific
interest and commitment to participate,
which are provided for in the notice of
participation. Active, involvement
ordinarily includes attendance at all
prehearing conferences and all sessions
of the hearing itself, and the
presentation-of direct testimony and the
submission of exhibits.

20. Commentd objected to the deletion
of the automatic certification
requirement of § 12.75(a) (21 CFR
12.75(a)). Under this requirement, a
ruling on a motion that the presiding
officer be disqualified must
automatically be certified for
interlocutory review by the
Commissioner. Elimination of that
procedure requires a participant to
request that the presiding officer certify
the ruling for interlocutory review under
§ 12.97(b) (21 CFR 12.97(b)). The
comments asserted that the presiding:
officer's decision on a motion to certify
a question concerning the presiding

officer's fitness to preside might not be
made objectively.

It is unlikely that the presiding officer
will deny a request for leave to appeal a
ruling on a disqualification motion.
There is a substantial likelihood,
however, that participants will make
disqualification motions but not
seriously object to the presiding officer's
rulings on them. Under the automatic
certification procedure, the
Commissioner would be required to
review those rulings even though no one
strongly disputed them. The agency
believes that eliminating the automatic
certification procedure fairly balances
the need for review of contested rulings
on disqualification motions and the
interest in avoiding superfluous review
of noncontroversial rulings.

21. A comment recommended that
additional time be provided for filing
submissions in formal hearings.
Proposed § 12.80(a) provides that
compliance with filing deadlines in
formal hearings is to be determined by
the date a submission is actually
received by the Hearing Clerk, rather
than by the postrark date. The
comment pointed out that part of the
time for responding to a submission is
often lost as a result of delays in
transmitting the submission by the
Hearing Clerk and in the postal system.
The comment suggested that the time for
filing responsive submissions be
measured by the date of service of the
submission, rather than by the date the
submission is received by the Hearing
Clerk, and that 5 additional days be
allowed to respond to any submission
served by mail.

The agency agrees that the time for
responding to'a pleading should begin
on the date the pleading is served and
that additional time should be allowed
for the filing of a pleading when the
pleading responded to is served by nlail.
However, the agency believes that 3,
rather than 5, days is sufficient to
account for mail delays. A similar
period of time is provided in Rule 6(e) of
the Federal Rules of Civil Procedure.

Therefore, §'12.80(a) in this final rule
provides that an additional 3 days may
be added to any time limit for filing a
pleading in response to a pleading
served by mail, unless the time in which
the responsive pleading is to be filed is
set by the presiding officer. When the
time for filing pleadings is set on a case-
by-case basis, as it is for briefs (see
§ 12.96(a) (21 CFR 12.96(a))) and
exceptions (see § 12.125(c) (21 CFR
12.125(c))), the participants may request
that additional time be allowed to
account for mail delays, or that service
be made by physical delivery.

TheIefore, the change in § 12.80(a)
relates primarily to motions, which are
dealt with in § 12.99 (21 CFR 12.99).
Section 12.99(b) is also changed to
provide that the time to respond to a
motion begins with the date of service.
Section 12.125(c) is modified to clarify
the time for filing replies to exceptions
to an initial decision.

22. A comment generally objected to
the date of receipt rule in § 12.80(a)
because it reduces the time available to
prepare complex documents, such as
hearing requests and accompanying
support documents.

The date of receipt rule applies only
to submissions in the hearing Itself, not'
to submissions filed before a hearing
has been noticed.

23. A comment objected to the'
proposed revision of § 12.85(a)(2), which
explicitly limits the scope of the
required search for documents to be
submitted in a hearing to "the principal
files in the bureau in which documents
relating to the issues In the hearing are
ordinarily kep." The comment
characterized the revision as
"unacceptable" because it allows the
agency to determine which files are to
be searched. The comment asserted that
the impracticality of searching all
agency files was an inadequate
justification for denying the "opposing
party's right to be supplied with all
documents relating to the issues." The
comment noted that hearing requests
are required to certify that all
information, including information
unfavorable to the requester's position,
is included in the request. The comment
said that as a matter of fairness, FDA
should be required to certify that all
relevant information in Its files has been
submitted.

The agency disagrees with this
description of the revised rule and
rejects the comment's recommendation.
The language limiting the bureau's
obligation to search agency files merely
makes explicit a position announced
several years ago in the preamble to the
final regulations for formal dvidentlary
hearings. See the Federal Register of
November 23,1976, 1 31 (41 FR 51714).

As the agency made clear at that time,
the regulation "does not require that
every file undei the participant's control
be canvassed to identify data and
information that would not be known to
the participant in the ordinary course of
preparing its participation, and this
applies equally to the bureau director's
parallel obligation," This observation
was made in response to a complaint
that it was too burdensome to require
corporations to search out all
information relating to issues in a
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hearing, because a corporation's files
are extensive and some information
might be missed, or located only with
considerable difficulty and at excessive
cost.

The agency essentially agreed with
that comment, and made clear that it
recognized the impracticality of
requiring that literally "all" files be
searched for literally "all" relevant
documents. If it is impractical for a
corporation to conduct such a search, it
is equally impractical for a government
agency as large as FDA to do so.

The preamble to the proposed revision
stated that the limitation on the duty to
search applies both to the bureau and to
othei participants in formal hearings.
The suggestion in the more recent
comment that the regulation is unfair is
therefore wrong- the obligation of the
bureau and of other participants is
equivalent, including the obligation to
produce unfavorable, as well as
favorable, information.

24. A comment requested that
§ 12.87(b)(1)(iij (21 CFRI 2.87(bl1)(ii)) be
revised to make clear that oral cross-
examination is a matter of right, citing 5
U.S.C. 556(d).

The agency-believes that the
regulation accurately reflects the
standard for cross-examination in 5
U.S.C. 556(d): "A party is entitled * * *
to conduct such cross-examination as
may be required for a full and true
disclosure of the facts."
25. A comment stated that § 12.94(c]

(21 CFR 12.94(c)) could be interpreted as
requiring written evidence to be
identified as "written evidence" in order
to be admitted, and recommended that
the regulation be revised to state that
written evidence is admissible if it
plainly appears to be such.

The purpose of the provision in
question is to require that a participant
make clear which documents, from
among those submitted, are intended to
be offered as evidence. It does not
require that written evidence bear the
legend "written evidence," and the
agency will not interpret § 12-94(c) in a
contrary manner.

26. A comment suggested that the
word "unreliable" be deleted from
§ 12.94(c)(1)(i) because it refers to the
weight of the evidence rather than its
admissibility. The comment also
suggested inserting the word "unduly"
before the word "repetitive."

The agency believes that the presiding
officer should have the discretion to
exclude evidence that is "unreliable."
The agency also believes that qualifying
the word "repetitive" with the word
"unduly" does not make any clearer the

circumstances in which evidence will be
considered duplicative.

27. Comments requested that more
time be provided in § 12.96(a) (21 CFR
12.96(a)) for the filing of post-hearing
briefs. Section 12.96(a) as revised states
that briefs are to be filed "ordinarily
within 45 days of the close of the
hearing."

The agency believes that 45 days
should ordinarily be sufficient time to
prepare post-hearing briefs. If it is not,
the participants may request an
extension of time.

28. A comment suggested that
§ 12.97(c) be revised to state that, when
one participant is authorized to file a
brief in an interlocutory appeal.
opposing participants may file briefs as
of right.

The suggestion is adopted.
29. A comment suggested that

§ 12.97(c) be revised to require the
transcription of oral arguments on
interlocutory appeals in cases in which
no briefs.are authorized.

The suggestion is adopted.
30. A comment'suggested that

§ 12.98(d) (21 CFR 12.98(d)) be revised to
provide for corrections within 30 days of
the day when the transcript becomes
available, rather than 30 days from the
close of the hearing.

The suggestion is adopted.
31. A comment criticized the

elimination from § 12.120(a) (21 CFR
12.120(a)) of the 90-day time limit on the
issuance of decisions by the presiding
officer.

The agency agrees with the
comment's position that hearing
decisions should be issued promptly,
and that reasonable steps be taken to
make this possible. The agency does not
agree that a fixed time limit, which must
routinely be extended when a backlog
develops, is the best approach to the
problem.

32. Section 12.120(d) (21 CFR
12.120(d)) is amended in this final
regulation to include a specific
statement that the presiding officer's
jurisdiction over a matter terminates
upon the filing of the initial decision
with the Hearing Clerk. The change
clarifies the intent of the original
regulations. Mbtions and requests
respecting a hearing matter that are
submitted after the initial decision is
filed will be dealt with as if they had
been submitted to the Commissioner.
Public Hearing Before a Public Board of
Inquiry (Part 13)

There were no comments on this part.

Public Hearing Before a Public Advisory
Committee (Part 14)

33. A comment urged that § 14.7(a) (21
CFR 14.7(a)) be revised to require FDA
to respond within 30 days to a petition
contending that action has been illegally
delayed. Proposed § 14.7(a) provides
that a person who alleges
noncompliance by FDA with the Federal
Advisory Committee Act must do so in
the form of a citizen petition submitted
in accordance with § 10.30 (21 CFR
10.30), and that the filing of, and action
on. a citizen petition is a prerequisite tb
seeking court review. Under § 10.30(e),
FDA has 180 days in which to respond
to a citizen petition, which, the comment
contends, is too long.

The agency does not believe that it is
appropriate or necessary to establish a
shorter time limit for responding to
petitions concerning advisory committee
activities than for responding to other
kinds of petitions. The 180-day time
period specified in § 10.30(e)(2) is the
maximum allowed. Responses will
ordinarily be provided before 180 days
have elapsed. If a petition makes clear
why a response should be provided on
an expedited basis, FDA will make
every effort to do so. It should be noted
that when a person challenges the
validity of advisory committee actions
that will take place in the future,
§ 14.7(a) provides for a response before
the event occurs. The comment contains
no support for the generality that
expedited handling is needed when a
person complains of events that have
already occurred.

34. Comments objected to the revision
in § 14.22(d) (21 CFR 14.22(d)) that
allows a committee charter to provide
for a quorum of less than the majority of
voting committee members.

The agency believes that there is a
need for the flexibility introduced by
this change in that rule. The possibility
that the revised regulation will lead to
abuses is minimal: the rule establishing
a committee's quorum is subject to
several levels of review within the
government because the rule must be
stated in the committee's charter.

35. A comment suggested that § 14.61
(21 CFR 14.61) be revised to state
explicitly that transcripts are to be kept
of meetings conducted over the
telephone.

The agency believes that the present
language is adequate to convey the
desired meaning.

36. A comment recommended that
§ 14.140(b) (21 CFR 14.140(b)] be revised
to make clear that. even in the absence
of a request from an affected person, the
Commissioner may refer an issue
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relating to the carcinogenicity of a color.
additive to a color additive advisory
committee under section 706(b)C5)(C)(i)
of the Federal Food, Drug, and Cosmetic
Act.

The suggestion is adopted.
37. A comment suggested that

§ 14.155(4) (21 CFR 14.155(a)) be revised
to establish the rate of compensation for
the members of a color additive
advisory committee as the rate for GS-
18. The comment said that this change
would avoid the necessity of revising
the rate of pay specified in the
regulations each time the Federal pay
scale is changed.

The suggestion is not adopted. The
rate of compensation of the members of
a color additive advisory committee is
not that for GS-18, but an amount
determined in accordance with agency
policy. The act provides that
compensation of advisory committee
members be set at rates "not exceeding"
the rate for GS-18; it does not require
payment of the GS-18 rate.

Public Hearing Before the Commissioner
(Part 15)

38. Comments urged a revision of
§ 15.20 (21 CFR 15.20) to clarify that the
notices that the agency publishes under
that section are to be published in the
Federal Register. One comment pointed
out that the notice provisions in Parts 12,
13 and 14 specifically refer to
publication in the Federal Register.

The suggestion is adopted. The
comments show that it is not clear from
the context that the regulation refers to'
publication in the Federal Register. In'
other instances, the context makes clear
that "publication" refers to publication
in the Federal Register.

39. A comment suggested that
§ 15.20(c) permit the submission of a
comprehensive outline of a presentation
as an alternative to the submission of a
text since either submission could serve
the purpose of permitting the panel at a
public hearing to formulate useful
questions.

The provision has been revised to
'allow the agency to require the-
submission of either the text or a
comprehensive outline. If the agency
believes that the full text, rather than a
comprehensive outline, is needed to
permit preparation of questions, the text
can be required.

40. A comment noted that, under
§ 15.21(b) (21 CFR 15.21(b)), a person
will ordinarily be allowed to speak only
once if more than one public hearing is
held on the sarpe subject. The comment
suggested that the provision be revised
to permit additional testimony by the

same person if "new issues" have
arisen. 

I

The agency does not believe that this
change is necessary. Section 15.25 (21
CFR 15.25) provides that, unless
specified otherwise, the record for the
proceeding is to be open for 15 days
after the end of the hearing for
additional submissions. This provision
is intended to allow participants to
respond to any new issues that arisein
the testimony of other participants.

The prohibition of multiple
presentations by the same person is
intended to avoid redundant testimony
and to assure a fair opportunity for all
interested persons to testify. The
provision states only the ordinary
practice. The Commissioner or the
presiding officer can permit an,
additional opportunity to speak in
particular situations, based on specific-
need, the practicality of allowing further
testimony, the number of presentations
involved, and any other factors that may
appropriately be considered. A request
to permit an additional presentation in
order to comment on new issues should
explain why a written submission is not
sufficient. '

Regulatory Hearing Before the Food and
Drug Administration (Part 16)

41. A comment praised § 16.44 (21
CFR 16.44) for its attempt to eliminate
off-the-record communications in
regulatory hearings. The comment urged
that the provision apply to all persons,
not simply to parties and the agency
personnel directly involved in a
presentation at the hearing.

The agency does not believe that any
further change is warranted. Even in the
case of formal evidentiary public
hearings, only certain employees-those
engaged in the'performance of
investigative or prosecuting functions-
are restricted by law from
communicating with those involved in
the agency review and decision (see 5
U.S.C. 554(d)). In reaching a sound
conclusion on the issues in a regulatory
hearing, agency decisionmakers may
need to consult with others in the
agency not involved in a presentation at
the hearing. It would be inappropriate
and impractical to require the presiding
officer and Commissioner to reach a
decision without any staff review and
assistance. If the comment were
adopted in its literal form, it would be
necessary to reduce to writing and place
in the record all comments and drafts by
all staff reviewers. The present
provision is appropriately limited to
communications from the parties and
agency employees directly involved in
the presentation at the hearing; it is they

who are most likely to adopt a partial
position on the matters in issue.

42. Paragraph (c) is being added to
§ 16.44 to require the parties to a
hearing, and the presiding officer, to
provide each other copies of any official
correspondence or communications
concerning the hearing. Thus, If one
party requests the presiding officer to
change the time for the hearing, a copy
of the letter and the response from the
presiding officer should be sent to all
participants. Also, § 16.80 (21 CFR 10.80)
has been amended to make these
communications part of the record.

43. Section 16.60(a)(2) is modified to
make clear that FDA employees, and
employees of the office of the Chief
Counsel, may attend a private
regulatory hearing as long as they have
a direct professional interest in the
subject matter of the proceeding. The
provision as currently worded limits
attendance to "FDA representatives,"
That term has been construed to relate
only to persons responsible for
presenting the bureau's case at a
hearing. The agen6y believes that this
result was not intended, and that FDA
employees should be permitted to attend
a private hearing when the matter in
issue relates to their professional duties.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 201 et seq.,
52 Stat. 1040 (21 U.S.C. 321 et seq.)), the
Public Health Service Act (sec. 1 et seq,,
58 Stat. 682, as amended-(42 U.S.C. 201
et seq.)), the Comprehensive Drug Abuse
Prevention and Control Act of 1970 (sec.
4, 84 Stat. 1241 (42 U.S.C. 257a)), the
Controlled Substances Act (sec. 301 et
seq., 84 Stat. 1253 (21 U.S.C. 821 et seq.)),
the Federal Meat Inspection Act (sec,
409(b), 81 Stat. 600 (21 U.S.C. 679(b))),
the Poultry Products Inspection Act (sac.
24(b), 82 Stat. 807 (21 U.S.C. 467f(b)J), the
Egg Products Inspection Act (sec. 2 et
seq., 84 Stat. 1620 (21 U.S.C. 1031 et
seq.)), the Federal Import Milk Act (sacs.
I through 9, 44 Stat. 1101-1103 as
amended (21 U.S.C. 141-149)), the Tea
Importation Act (secs. 1 through 10, 29
Stat. 604-607 (21 U.S.C. 41-50)), the
Federal Caustic Poison Act (44 Stat. 1406
(15 U.S.C. 401-411 notes)), the Fair
Packaging and Labeling Act (80 Stat.
1296 (15 U.S.C. 1451 et seq.)), and under
authority delegated to the Commissioner
(21 CFR 5.1), Subchapter A is'amended
by revising Parts 10, 12, 13, 14, 15, and
16, to read as follows:
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PART 10--;ADMINISTRATIVE
PRACTICES AND PROCEDURES
Subpart A-General
Sec.
10.1 Scope.
10.3 Definitions.
10.10 Summaries of administrative practices

, and procedures.
10.19 Waiver, suspension, or modification of

procedural requirements.

Subpart B-General Administrative
Procedures-
10.20 Submission of documents to hearing

clerk; computation of time; availability
for public disclosure.

10.25 Initiation of administrative
proceedings.

10.30 Citizen petition.
10.33 Administrative-reconsideration of

action.
10.35 Administrative stay of action.
10.40 Promulgation of regulations for the

efficient enforcement of the law.
10.45 Court review of final administrative

action; exhaustion of administrative
remedies.

10.50 - Promulgation of regulations and
orders after an opportunity for a formal
evidentiary public hearing.

10.55 Separation of functions; ex parte
communications.

10-.60 Referral by court.
10.65 Meetings and correspondence.
10.70 Documentation of significant

decisions in administrative file.
10.75 Internal agency review of decisions.
10.80 Dissemination of draft Federal

Register notices and regulations.
10.85 Advisory opinions.
10.90 Food and Drug Administration

- regulations, guidelines,
recommendations, and agreements.

10.95 Participation in outside standard
setting activities.

10.100 Public calendars.
10.105 Representation by an organization.
10.110 Settlement proposals.

Authority: Sec. 201 et seq., Pub. L 717, 52
Stit. 1040 as amended (21 U.S.C. 321 et seq.);
sec. 1 et seq., Pub. L 410, 58 Stat. 682 as
amended (42 U.S.C. 201 et seq.]; sec. 4, Pub. L
91-513, 84 Stat. 1241 (42 U.S.C. 257a); sec. 301
et seq., Pub. L. 91-513, 84 Stat. 1253 (21 U.S.C.
821 et seq.); sec. 409(b), Pub. L 242, 81 Stat.
600 (21 U.S.C. 679(b)); sec. 24(b), Pub. L. 85-
172, 82 Stat. 807 (21 U.S.C. 467f(b)); sec. 2 et
seq., Pub. L. 91--597,84 Stat. 1620( 21 U.S.C.
1031 et seq.]; secs. 1 through 9, Pub. L. 625,44
Stat. 1101-1103 as amended (21 U.S.C. 141-
149); secs. 1 through 10, Chapter 358, 29 Stat.
604-607 as amended (21 U.S.C. 41-50); sec. 2
et seq., Pub. L 783,44 Stat. 1406 as amended
(15 U.S.C. 401 et seq.); sec. 1 et seq., Pub. L
89-755, 80 Stat. 1296 as amended (15 U.S.C.
1451 et seq.).

Subpart A-General Provisions

§ 10.1 Scooe.

(a) Part 10 governs practices and
procedures for petitions, hearings, and
other administrative proceedings and
activities conducted by the Food and

Drug Administration under the Federal
Food, Drug, and Cosmetic Act, the
Public Health Service Act, and other
laws that the Commissioner of Food and
Drugs administers under § 5.1.

(b) If a requirement in another part of
Title 21 differs from a requirement in
this part, the requirements of this part
apply to the extent that they do not
conflict with the other requirements.

(c] References in this part and Parts
12,13, 14.15, and 16 to regulatory
sections of the Code of Federal
Regulations are to Chapter I of Title 21
unless otherwise noted.

(d) References in this part and Parts
12, 13, 14. 15, and 16 to "publication," or
to the day or date of publication, or use
of the phrase "to publish," refer-to
publication in the Federal Register
unless otherwise noted.

§ 10.3 Definitions.
(a) The following definitions apply in

this part and Parts 12,13,14, 15,16, and
19:

"'Act" means the Federal Food, Drug,
and Cosmetic Act unless otherwise
indicated.

"Administrative action" includes
every act, including the refusal or failure
to act, involved in the administration of
any law by the Commissioner, except
that it does not include the referral of
apparent violations to U.S. attorneys for
the institution of civil or criminal
proceedings or an act in preparation of a
referral.

"Administrative file" means the file or
files containing all documents pertaining
to a particular administrative action,
including internal working memoranda,
and recommendations.

"Administrative record" means the
documents in the administrative file of a
particular administrative action on
which the Commissioner relies to
support the action.

"Agency" means the Food and Drug
Administration.

"Commissioner" means the
Commissioner of Food and Drugs, Food
and Drug Administration. U.S.
Department of Health. Education, and
Welfare, or the Commissioner's
designee.

"Department" means the U.S.
Department of Health, Education, and
Welfare.

"Ex parte communication" means an
oral or written communication not on
the public record for which reasonable
prior notice to all parties is not given,
but does not include requests for status
reports on a matter.

"FDA" means the Food and Drug
Administration.

"Food and Drug Administration
employee" or "Food and Drug

Administration representative" includes
members of the Food and Drug Division
of the office of the General Counsel of
the Department of Health, Education.
and Welfare.

"Formal evidentiary public hearing"
means a hearing conducted under part
12.

"Hearing Clerk" means the Hearing
Clerk of the Food and Drug
Administration. U.S. Department of
Health. Education, and Welfare, Room
4-65. 5600 Fishers Lane, Rockville, Md.
20857.

"Interested person" or "any person
who will be adversely affected" means
a person who submits a petition or
comment or objection or otherwise asks
to participate in an informal or formal
administrative proceeding or court
action.

"Meeting" means any oral discussion.
whether by telephone or in person.

"Office of the Commissioner" includes
the offices of the associate
commissioners but not the bureaus, the
office of the Executive Director for
Regional Operations, or the regional or
district offices.

"Order" means the final agency
disposition, other than the issuance of a
regulation, in a proceeding conceming
any matter and includes action on a new
drug application, new animal drug
application, or biological license.

"Participant" means any person
participating in any proceeding,
including each party and any other
interested person.

"Party" means the bureau of the Food
and Drug Administration responsible for
a matter involved and every person who
either has exercised a right to request or
has been granted the right by the
Commissioner to have a hearing under
Part 12 or Part 16 or who has waived the
right to a hearing to obtain the
establishment of a Public Board of
Inquiry under Part 13 and as a result of
whose action a hearing or a Public
Board of Inquiry has been established.

"Person' includes an individual.
partnership, corporation. association, or
other legal entity.

"Petition" means a petition.
application, or other document
requesting the Commissioner to
establish, amend, or revoke a regulation
or order, or to take or not to take any
other form of administrative action,
under the laws administered by the
Food and Drug Administration.

"Presiding officer" means the
Commissioner or the Commissioner's
designee or an administrative law judge
appointed as provided in 5 U.S.C. 3105.

"Proceeding" and "administrative
proceeding" means any undertaking to
issue, amend, or revoke a regulation or
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order, or to take or refrain from taking
any other form of administrative action.

"Public advisory committee" or,
"advisory committee" means any
committee, board, commission, council,
conference, panel, task force, or other
similar group, or any subcommittee or
other subgroup of an advisory

m&rnmittee, that is not composed wholly
of full-time employees of the Federal
Government and is established or
utilized by the Food andDrug
Administration to obtain advice or
recommendations.

"Public Board of Inquiry" or "Board"
means an administrative lav tribunal
constituted under Part 13.

"Public hearing before a public
advisory committee" means a hearing
conducted under Part 14.

"Public hearig before a Public Board
of Inquiry" means a hearing conducted
under Part 13.

"Public hearing before the
Commissioner" means a hearing
conducted under Part 15.

"Regulations" means an agency rule
of general or particular applicability and
future effect issued under a law
administered by the Commissioner or
relating to administrative practices and
procedures. In accordance with
§ 10.90(a), each agency regulation will
be published in the Federal Register and
codified in the Code of Federal
Regulations.

"Regulatory hearing before the Food
and Drug Administration" means a
hearing conducted-under Part 16.

"Secretary" means the Secretary of
Health, Education, and Welfare.

"The laws administered by the
Commissioner" or "the laws
administered by the Food and Drug
Administration" means all the laws that'
the Commissioner is authorized to
administer, under § 5.1.

(b) A term that is defined in section
201 of the Federal Food, Drug, and
Cosmetic Act of Part I has the same
definition in this part.

(c) Words in the singular form include
the plural, words in the masculine form
include the feminine, and vice versa.

(d) Whenever a reference is made in
this part to a person in FDA, e.g., the
director of a bureau, the reference
includes all persons to whom that
person has delegated the specific
function involved.,

§ 10.10 Summaries of administrative
practices and procedures.

To encourage public participation in
all agency activities, the Commissioner
will prepare for public distribution
summaries of FDA administrative

practices and procedures in readily
understandable terms.

§10.19 Waiver suspension, or
modification of procedural requirements.

The Commissioner or a presiding
officer may, either voluntarily or at the
request of a participant, waive, suspend,
or modify any provision in Parts 12
through 16 applicable to the conduct of a
public hearing by announcement at the
hearing or by notice in advance of the
hearing if no participant will be
prejudiced, the ends of justice will
thereby be served,-and the acion is in
accordance with law.

Subpart B-General Administrative
Procedures

§ 10.20 Submission of documents to
Hearing Clerk; computation of time;
availability for public disclosure.

(a) A-submission to the Hearing Clerk
of a petition, comment, objection, notice,
compilation of information, or any other
document is to be filed in four copies
except as otherwise specifically
provided in. a relevant Federal Register
notice or in another section of this
chapter. The Hearing Clerk is the agency
custodian of these documents.

(b) A submission.is to be signed by
the person making it, or by an attorney
or other authorized representative of
that person. Submissions by trade
associations are also subject to the
requirements of § 10.105(b).

- Cc) Information referred to or relied
upon in a submission is to be included in
full and may not be incorporated by
reference, unless previously submitted
in the same proceeding.

(1) A copy of an article or other
reference or source cited must be
included, except where the reference or
source is-

(i) A reported Federal court case;
(ii) A Federal law or regulation;
(iii) An FDA document thatis

routinely publicly available;
(iv] A recognized inedical or scientific

textbook thht is readily available to the
agency; or

(v) A designated journal listed in
§ 310.9 or § 510.95.

(2) If a part of the material'submitted
is in a foreign language, it must be
accompanied by an English translation
verified to be complete and accurate,
together with the name, address, and a
brief statement of the qualifications of
the person making the translation. A
translation of literature or other material
in a foreign language is to be
accompanied by copies of the original
publication.

(3] Where relevant information is
contained in a document also containing
irrelevant information, the irrelevant
information is to be deleted and only the
relevant information is to be submitted.

(4) Under § 20.63 (a) and (b), the
names and other information that would
identify patients or research subjects are
to be deleted from any record before It
is submitted to the Hearing Clerk in
order to preclude a clearly unwarranted
invasion of personal privacy.

(5) Defamatory, scurrilous, or
intemperate matter is to be deleted from
a record before it is submitted to the
Hearing Clerk.

(6) The failure to comply with the
requirements of this part will result in
rejection of the submission for filing or,
if it is filed, in exclusion from
consideration of any portion that fails to
comply. If a submission fails to meet any
requirement of this section and the
deficiency becomes known to the
Hearing Clerk, the Hearing Clerk shall
not file the submission but return it with
a copy of the applicable regulations
indicating those provisions not complied
with. A deficient submission may be
corrected or supplemented and
subsequently filed. The office of the
Hearing Clerk does not make decisions
regarding the confidentiality of
submitted documents. Persons wishing
to voluntarily submit information
considered confidential shall follow the
presubmission review requirements of
§ 20.44.

(d) The filing of a submission means
only that the Hearing Clerk has
identified no technical deficiencies in
the submission. The filing of a petition
does not mean oi imply that it meets all
applicable requirements or that it
contains reasonable grounds for the
action requested or that the action
requested is in accordance with law.

(e) All submissions to the Hearing
Clerk will be considered as submitted
on the date they are postmarked or, if
delivered in person during regular
business hours, on the date they are
delivered, unless a provision in this part,
an applicable Federal Register notice, or
an order issued by an administrative
law judge specifically states that the
documents must be received by a
specified date, e.g., § 10.33(g) relating to
a petition for reconsideration, in which
case they will be considered submitted
on the date received.

(f) All submissions are to be mailed or
delivered in person to the Hearing Clerk,
Food and Drug Administration, room 4-
65, 5600 Fishers Lane, Rockville, Md.
20857, except that a submission which is
required to be received by the Hearing
Clerk by a specified date ma , be
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delivered in person to the FDA building
in Washington (room 6819, 200 C Street
SW., Washington, D.C. 20201) and will
be considered as received by the
Hearing Clerk on the date on which it is
delivered.

(g) FDA ordinarily will not
acknowledge or give receipt for
documents, except--1) Documents
delivered in person or by certified or
registered mail with a return receipt
requested; -and

(2) Petitions for which
acknowledgement of receipt of filing is.
provided by regulation or by customary
practice, e.g., § 10.30(c) relating to a
citizen petition.

(h) Saturdays, Sundays, and Federal
legal holidays are included in computing
the time allowed for the submission of
documents, except that when the time
for submission expires on a Saturday,
Sunday, or Federal legal holiday, the
period will be extenddd to include the
next business day.

(i) All submissions to the Hearing
Clerk are representations that, to the
best of the knowledge, information, and
belief of the person making the
submission, the statements made in the
submission are true and accurate. All
submissions are subject to the False
Reports to the GoVernment Act (18
U.S.C. 1001) under which a willfully
false statement is a criminal offense.

0) the availability for public
examination and copying of submissions
to the Hearing Clerk is governed by the
following rules:

(1) Except to the extent provided in
paragraphs (j)(2) and (3) of this section,
the following submissions, including all
supporting material, will be on public
display and will be available for public
examination between 9 a.m. and 4 p.m.,
Monday through Friday. Requests for
copies of submissions will be filed and
handled in accordance with Subpart C
of Part 20:

(i) Petitions.
(ii) Comments on petitions, on

documents published in the Federal
Register, and on similar public
documents.

(iii) Objections and requests for
hearings filed under Part 12.

(iv) Material submitted at a hearing
under § 12.32(a)(2) and Parts 12,13, and
15.

(v) Material placed on public display
under the regulations in this chapter,
e.g., agency guidelines filed under
§ 10.90(b).

(2)(i) Material prohibited from public
disclosure under § 20.63 (clearly
unwarranted invasion of personal
privacy) and, except as provided in
paragraph ()(3) of this section, material

submitted with objections and requests
for hearing filed under Part 12, or at a
hearing under Part 12 or Part 13, or an
alternative form of public hearing before
a public advisory committee or a
hearing under § 12.32(a) (2) or (3), of the
following types will not be on public
display, will not be available for public
examination, and will not be available
for copying or any other form of
verbatim transcription unless it is
otherwise available for public disclosure
under Part 20:

(a) Safety and effectiveness
information, which includes all studies
and tests of an ingredient or product on
animals and humans and all studies and
tests on the ingredient or product for
identity, stability, purity, potency,
bioavailability, performance, and
usefulness.

(b).A protocol for a test or study.
(c) Manufacturing methods or

processes, including quality control
procedures.

(d) Production, sales distribution, and
similar information, except any
compilation of information aggregated
and prepared in a way that does not
reveal confidential information.

(e) Quantitative or semiquantitative
formulas.

[n Information on product design or
construction.

(ii) Material submitted under
paragraph 0j)(2) of this section is to be
segregated from all other submitted
material and clearly so marked. A
person who does not agree that a
submission is properly subject to
paragraph (j)(2) may request a ruling
from the Associate Commissioner for
Public Affairs whose decision is final,
subject to judicial review under § 20.46.

(3) Material listed in paragraph (j)[2)(i)
(a) and (b) of this section may be
disclosed under a protective order
issued by the administrative law judge
or other presiding officer at a hearing
referenced in paragraph (j)(2)(i). The
administrative law judge or presiding
officer shall permit disclosure of the
data only in camera and only to the
extent necessary for the proper conduct
of the hearing. The administrative law
judge or presiding officer shall direct to
whom the information is to be made
available (e.g., to parties or participants,
or only to counsel for parties or
participants), and persons not
specifically permitted access to the data
will be excluded from the in camera part
of the proceeding. The administrative
law judge or other presiding officer may
impose other conditions or safeguards.
The limited availability of material
under this paragraph does not ionstitute
prior disclosure to the public as defined

in § 20.81, and no information subject to
a particular order is to be submitted to
or received or considered by FDA in
support of a petition or other request
from any other person.
§ 10.25 Initiation of administrative

proceedings.
An administrative proceeding may be

initiated in the following three ways:
(a) An interested person may petition

the Commissioner to issue, amend, or
revoke a regulation or order, or to take
-or refrain from taking any other form of
administrative action. A petition must
be either. (1) In the form specified in
other applicable FDA regulations, e.g.,
the form for a color additive petition in-
§ 71.1, for a food additive petition in
§ 171.1. for a new drug application in
§ 314.1, for a new animal drug
application in § 514.1, or (2) in the form
for a citizen petition in § 10.30.

(b) The Commissioner may initiate a
proceeding to issue, amend, or revoke a
regulation or order or take or refrain
from taking any other form of
administrative action. FDA has primary
jurisdiction to make the initial
determination on issues within its
statutory mandate, and will request a
court to dismiss, or to hold in abeyance
its determination of or refer to the
agency for administrative determination,
any Issue which has not previously been
determined by the agency or-which, if it
has previously been determined, the
agency concluded should be
reconsidered and subject to a new
administrative determination. The
Commissioner may utilize any of the
procedures established in this part in
reviewing and making a determination
on any matter initiated under this
paragraph.

(c) The Commissioner will institute a
proceeding to determine whether to
issue, amend, or revoke a regulation or
order, or take or refrain from taking any
other form of administrative action
whenever any court, on its own
initiative, holds in abeyance or refers
any matter to the agency for an
administrative determination and the
Commissioner concludes that an
administrative determination is feasible
within agency priorities and resources.

§ 10.30 Citizen petition.
(a) This section applies to any petition

submitted by a person (including a
person who is not a citizen of the United
States) except to the extent that other
sections of this chapter apply different
requirements to a particular matter.

(b) A petition (including any
attachments) must be submitted in
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accordance with § 10.20 and in the
following form:
(Date)

Hearing Clerk, Food and Drug
Administration, Department of Health,
Education, and Welfare, Room 4-65,5600
Fishers Lane, Rockville, Md. 20857.

Citizen Petition -

The undersigned submits this petition
under - (relevant statut6ry sections, if
known) of the " " (Federal Food, Drug,
and Cosmetic Act or the Public Health
Service Act or any other statutory provision
for which authority has been delegated to the
Commissioner of Food and Drugs under 21
CFR 5.1) to request the Commissioner bf Food
and Drugs to - (issue, amend, or revoke
a regulation or order or take or refrain from
taking any other form of administrative
action).

A. Action requested
((-1) If the petition requests the

Commissioner to issue, amend, or revoke a
regulation, the exact wording of the existing'
regulation (if any) and the proposed
regulation or amendment requested.)

([2) If the petition requests the
Commissioner to issue, amend, or revoke an
order, a copy of the exact wording of the
citation to the existing order (if any) and the
exact wording requested for the proposed
order.]

((3) If the petition requests the
Commissioner to take or refrain from

-taking any other form of administrative
action, the specific action or relief
requested.]
B. Statement ofgrounds

(A full statement, in a well organized
format, o the factual and legal grounds on
which the petitioner relies, including all
relevant information and views on which the
petitioner relies, as well as representative
information known to the petitioner which is
unfavorable to the petitioner's position.)

C. Environmental impact

(An environmental impact analysis report
in the form specified in 21 CFR 25.1(g), except
for the types of actions specified in21 CFR
25.1(d).)

D. Economic impact
(The following information is to be

submitted only when requested by the
Commissioner following review of the
petition: A statement of the effect of
requested action on:41) Cost (and price)
increases to industry, government, and
consumers; (2) productivity of wage earners,
businesses, or government; (3] competition;
(4] supplies of important materials, products,
or services; (5) employment; and (6) energy
supply or demand.)
E, Certification

The undersigned certifies, that, to the best
knowledge and belief of the undersigned, this
petition includes all information and views
on which the petition relies, and that it
includes representative data and information

known to the petitioner which are
unfavorable to the petition.
(Signature) _
(Name of petitioner)
(Mailing address)
(Telephone number]

(c) A petition which appears to meet
the requirements of paragraph (b) of this
section and § 10.20 will be filed by the
Hearing Clerk, stamped with the date of
filing, and assigned a docket number.
The docket number identifies the file
established by the Hearing Clerk for all
submissions relating to the petition, as
provided in this part. Subsequent
submissions relating to the matter must
refer to the docket number and will be
filed in the docket file. Related petitions
may be filed' together and given the
same docket number. The Hearing Clerk
will promptly notify the petitioner in'
writing of the filing and docket nunmber
of a petition.

(d) An interested person may submit
written comments to the Hearing Clerk
on a filed petition, which comments
become part of the docket file. The
comments are to specify the docket
number of the petition and may support
or oppose the petition in whole or in
part. A request for alternative or
different administrative action must be
submitted as a separate petition.

(e)(1) The Commissioner shall, in
accordance with paragraph (e)[2), rule
upon each petition filed under paragraph
(c) of this section, taking into
consideration (i) available agency
resources for the category of subject
matter, (ii) the priority assigned to the
petition considdring both the category of
subject matter involved and the overall
work of the agency, and (ill) time
requirements-established by statute.

(2) The Commissioner shall furnish a
response to each petitioner within 180
days of receipt of the petition-The
response will either-(i) Approve the
petition, in which case the
Commissioner shall concurrently take
appropriate action (e.g., publication of a
Federal Register notice) implementing
the approval;

(ii) Deny the petition; or
(iii) Provide a tentative response,

indicating why the agency has been
unable to reach a decision on the
petition, e.g., because of the existence of
other agency priorities, or a need for
additional information. The tentative
reiponse may also indicate the likely
ultimate.agency response, and may
specify when a final response may be
furnished.

(3) The Commissioner may grant or
deny such-a petition, in whole or in part,
and may grant such other relief or take
other action as the petition warrants.

The petitioner is to be notified ln'writlng
of the Commissioner's decision. The
decision will be placed in the public

- docket file in the office of the Hearing
Clerk and may also be in the form of a
notice published in the Federal Register.

(f) If a petition filed under paragraph
(c) of this section requests the
Commissioner to issue, amend, or
revoke a regulation, § 10.40 or § 10.60
also apply. ,

(g) A petitioner may supplement,
amend, or withdraw a petition In writing
without agency approval and without
prejudice to resubmission at anytime
until the Commissioner rules on the
petition, unless the petition has been
referred for a hearing under Parts 12, 13,
14, or 15. After a ruling or referral, a
petition may be supplemented,'
amended, or withdrawn only with the
approval of the Commissioner. The
Commissioner may approve withdrawal,
with or without prejudice against
resubmission of the petition.

(h) In reviewing a petition the
Commissioner may use the following
procedures:

(1) Conferences, meetings,
discussions, and correspondence under
§ 10.65.

(2] A hearing under Parts 12, 13, 14, 15,
or 16.

(3) A Federal Register notice
requesting information" and views.

(4) A proposal to issue, amend, or
revoke a regulation, in accordance with
§ 10.40 or § 12.5.

(5) Any other specific public
procedure established in this chapter
and expressly applicable to the matter.

(i) The record of the administrative
proceeding consists of the following:

(1) The petition, including all
information on which it relies, filed by

'the Hearing Clerk.
(2) All comments received on the

petition, including all information
submitted as a part of the comments,

(3) If the petition resulted in a
proposal to issue, amend, or revoke a
regulation, all of the documents
specified in § 10.40(g).

(4) The record, consisting of any
transcripts, minutes of meetings, reports,
Federal Register notices, and other
documents resulting from the optional
procedures specified in paragraph (g) of
this section, except a transcript of a
closed portion of a public advisory
committee meeting.

(5) The Commissioner's decision on
the petition, including all information
identified or filed by the Commissioner
with the Hearing Clerk as part of the
record supporting the decision.

(6) All documents filed with the
Hearing Clerk under § 10.65(h).
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(7) If a petition for reconsideration or
for a stay of action is filed under
paragraph (j) of this section, the
administrative record specified in
§ 10.33(k) or § 10.35(h).

(I) The administrative record specified
in paragraph (i) of this section is the
exclusive record for the Commission's
decision. The record of the
administrative proceeding closes on the
date of the Commissioner's decision
unless some other date is specified.
Thereafter any interested person may
submit a petition for reconsideration
under § 10.33 or a petition for stay of
action under § 10.35. A person who
wishes to rely upon information or
views not included in the administrative
record shall submit them to the
Commissioner with a new petition to
modify the decision in accordance with
this section.

(k) This section does not apply to the
referral of a matter to a United States
attorney-for the initiation of court
enforcement action and related
correspondence, or to requests,
suggestions, and recommendations
made informally in routine
correspondence received by FDA.
Routine correspondence does not
constitute a petition within the meaning
of this section unless it purports to meet
the requirements of this section. Action
on routine correspondence does not
constitute final administrative action
sabject to judicial review under § 10.45.

(1) The Hearing Clerk will maintain a
chronological list of each petition filed
under this section and § 10.85, but not of
petitions submitted elsewhere in the
agency under § 10.25(a)(1), showing-

(1) The docket number;,
(2) The date the petition was filed by

the Hearing Clerk;
(3) The name of the petitioner;,
(4) The subject matter involved; and
(5) The disposition of the petition.

§ 10.33 Administrative reconsideration of
action.

(a) The Commissioner may at any
time reconsider a matter, on the
Commissioner's own initiative or on the
petition of an interested person.

(b) An interested person may request
reconsideration of part or all of a
decision of the Commissioner on a
petition submitted under § 10.25. Each
request for reconsideration must be
submitted in accordance with § 10.20
and in the following form no later than'
30 days after the date of the decision
involved. The Commissioner may, for
good cause, permit a petition to be filed
after 30 days. In the case of a decision
published in the Federal Register, the
day of publication is the day of decision.

(Date)
Hearing Clerk, Food and Drug

Administration, Department of Health,
Education, and Welfare, Room 4-65,
5600 Fishers Lane, Rockville, Md. 20857.

Petition for Reconsideration

[D ckct No. !
The undersigned submits this petition for

reconsideration of the decision of the
Commissioner of Food and Drugs in Docket
No. -

A. Decision Involved
(A concise statement of the decision of the

Commissioner which the petitioner wishes to
have reconsidered.)

B. Action requested
(The decision which the petitioner requests

the Commissioner to make upon
reconsideration of the matter.)

C. Statement of grounds
(A full statement, in a well-organized

format, of the factual and legal grounds upon
which the petitioner relies. The grounds must
demonstrate that relevant information and
views contained in the administrative record
were not previously or 6ot adequately
considered by the Commissioner.

No new information or views may be
included in a petition for reconsideration.)
(Signature) ,
(Name of petitioner)
Mailing address)

(Telephone number)

(c) A petition for reconsideration
relating to a petition submitted under
§ 10.25(a)(2) is subject to the
requirements of § 10.30 (c) and (d),
except that it is filed in the same docket
file as the petition to which it relates.

(d) The Commissioner shall promptly
review a petition for reconsideration.
The Commissioner may grant the
petition when the Commissioner

'determines it is in the public interest
and in the interest of justice. The
Commissioner shall grant a petition for
reconsideration in any proceeding if the
Commisiioner determines all of the
following apply:

(1) The petition demonstrates that
relevant information or views contained
in the administrative record were not
previously or nQt adeqately considered.

(2) The petitioner's position is not
frivolous and is being pursued in good
faith.

(3) The petitioner has demonstrated
sound public policy grounds supporting
reconsideration.

(4) Reconsideration is not outweighed
by public health or other public
interests.

(e) A petition for reconsideration may
not be based on information and views
not contained in the administrative
record on which the decision was made.
An interested person who wishes to rely

on information or views not included in
the administrative record shall submit
them with a new petition to modify the
decision under § 10.25(a).

(I) The decision on a petition for
reconsideration is to be in writing and
placed on public display as part of the
docket file on the matter in the office of
the Hearing Clerk. A determination to
grant reconsideration will be published
in the Federal Register if the
Commissioner's original decision was so
published. Any other determination to
grant or deny reconsideration may also
be published in the Federal Register.

(g) The Commissioner may consider a
petition for reconsideration only before
the petitioner brings legal action in the
courts to review the action, except that
a petition may also be considered if the
Commissioner has denied a petition for
stay of action and the petitioner has
petitioned for judicial review of the
Commissioner's action and requested
the reviewing court to grant a stay
pending consideration of review. A
petition for reconsideration submitted
later than 30 days after the date of the
decision involved will be denied as
untimely unless the Commissioner
permits the petition to be filed after 30
days. A petition for reconsideration will
be considered as submitted on the day it
is received by the Hearing Clerk.

(h) The Commissioner may initiate the
reconsideration of all or part of a matter
at any time after it has been decided or
action has been taken. If review of the
matter is pending in the courts, the
Commissioner may request that the
court refer the matter back to the agency
or hold its review in abeyance pending
administrative reconsideration. The
administrative record of the proceeding
Is to include all additional documents
relating to such reconsideration.

(i) After determining to reconsider a
matter, the Commissioner shall review
and rule on the merits of the matter
under § 10.30(e). The Commissioner may
reaffirm, modify, or overrule the prior
decision, in whole or in part, and may
grant such other relief or take such other
action as is warranted.

0 The Commissioner's
reconsideration of a matter relating to a
petition submitted under § 10.25(a](2) is
subject to § 10.30 (f) through (h], (j), and
(k).

(k) The record of the administrative
proceeding consists of the following:

(1) The record of the original petition
specified in § 10.30(i).

(2) The petition for reconsideration.
including all information on which it
relies, filed by the Hearing Clerk.
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(3) All coniments received on the
petition, including all information
submitted as a part of the comments.

(4) The Commissioner's decision on
the petition under paragraph (f) of this
section, including all information
identified or filed by the Commissioner
with the Hearing Clerk as part of the
record supporting the decision.

(5) Any Federal Register notices or
other documents resulting from the
petition.

(6) All documents filed with the
Hearing Clerk under § 10.65(h).

(7) If the Commissioner reconsiders
the matter, the administrative record
relating to reconsideration specified in
§ 10.30(i).

§ 10.35 Administrative stay of action.

(a) The Commissioner may at any
time stay or extend the effective date of
an action pending or following a
decision on any matter.

(b) An interested person may requestt
the Commissioner to, stay the effective
date of any administrative action. A
stay may be requested for a specific
time period or for an indefinite time
period. A request for stay must be
submitted in accordance with § 10.20
and in the following form no later than.
30 days after the date of the decision
involved. The Commissioner may, for
good cause, permit a petition to be filed
after 30 days. In the case of a decision
published in the Federal Register, the
day of publication is the date of
decision.
(Date)

Hearing Clerk, Food and Drug
Administration. Department of Health,
Education, and Welfare, Room 4-65, 5600
Fishers Lane, Rockville, Md. 20857.

Petition for Stay of Action
The undersigned submits this petition

requesting that the Commissioner of Food
and Drugs stay the effective date of the
following matter.
A. Decision involved

(The specific administrative action being
taken by the Commissionerrfor which a stay
is requested, including the docket number or
other citation to the action involved.)
B. Action requested

(The length of time for whch the stay is
requested, which may be for a specific or
indefinite time period.)

C. Statement of grounds
(A full statement, in a well-organized

format, of the factual and legal grounds upon
which the petitioner relies for the stay.)
(Signature)
(Name of petitioner)
(Mailing address)
(Telephone number)

Cc) A petition for stay of action
relating to a petition submitted under
§ 10.25(a)(2) is subject to the
requirements of § 10.30 (c) and (d),
except that it will be filed in the same
docket file as the petition to which it
relates.

(d) Neither the filing of a petition for a
stay of action nor action taken by an
interested person in accordance with
any other administrative procedure in
this part or in any other section of this
chapter, e.g., the filing of a citizen
petition under § 10.30 or a petition for
reconsideration under § 10.33 or a
request for an advisory opinion under
§ 10.80, will stay or otherwise delay any
administrative action by the
Commissioner, including enforcement
action of any kind, unless one of the
following applies:

(1) The Commissioner~determines that
a stayor delay is in the public interest
and stays the action.

(2) A statute requires that the matter
be stayed.

(3) A court orders that the matter be
stayed.

(e) The Commissioner shall promptly
review a petition for stay of action. The
Commissioner may grant or deny a.
petition, in whole or in-part; and may
grant such other relief or take such other
action as is warranted by the petition.
The Commissioner may grant a stay in
any proceeding if it is in the public
interest and in the interest of justice.
The Commissioner shall grant a stay in
any proceeding if all of the following
apply:.

(1) The petitioner will otherwise suffer
irreparable injury.

(2) The petitioner's case is not
frivolous and is being pursued in good
faith.

(3) The petitioner has demonstrated
sound bublic policy grounds supporting
the stay.

(4) The delay resulting from the stay is
not outweighted by public health or
other public interests.

(f) The Commissioner's decision on a
petition for stay of action is tobe in
writing and placed on public display as
part of the file on the matter in the office
of the Hearing Clerk A determination to
grant a stay will be published in the
Federal Register if the Commissioner's
original decision-was so published. Any
other determination to grant or to deny a
stay may also be published in the
Federal Register.

(g) A petition for a stay of action
submitted later than 30 days after the
date of the decision involved will be
denied as untimely unless the
Commissioner permits the petition to be
filed after 30 days. A petition for a stay

of action is considered submitted on the
day it is received by the Hearing Clerk

(h) The record of the administrative
proceeding consists of the following:

(1) The record of the proceeding to
which the petition for stay of action is
directed.

(2) The petition for stay of action,
including all inf6rmation on which it
relies, filed by the Hearing Clerk.
. (3) All comments received on the
petition, including all information
submitted as a part of the comments.

(4) The Commissioner's decision on
the petition under paragraph (e) of this
section, including all information
identified or filed by the Commissioner
with the Hearing Clerk as part of the
record supporting the decision,

(5) Any Federal Register notices or
other documents resulting from the
petition.

(6) All documents filed with the
Hearing Clerk under § 10.65(h).

§ 10.40 Promulgation of regulations for
the efficient enforcement of the law.

(a) The Commissioner may propose
and promulgate regulations for the
efficient enforcement of the laws
administered by FDA whenever It is
necessary or appropriate to do so, The
issuance, amendment, or revocation of a
regulation may be initiated in any of the
,ways specified in § 10.25.

(1) This section applies to any
regulation (i) not subject to § 10.50 and
Part 12, or (ii) if it is subject to § 10.50
and Part 12, to the extent that those
provisions make this section applicable.

(2) A regulation proposed by an
interested person in a petition submitted
under § 10.25(a) will be published in the
Federal Register as a proposal If-

(i) The petition contains facts
demonstrating reasonable grounds for
the proposal; and

(ii) The petition substantially shows
that the proposal is in the public Interest
and will promote the objectives of the
act and th agency.

(3) Two or more alternative proposed
regulations may be published on the
same subject to obtain comment on the
different alternatives.

(4) A regulation proposed by an
interested person in a petition submitted
under § 10.25(a) may be published
together with the Commissioner's
preliminary views on the proposal and
any alternative proposal.

(b) Except a provided in paragraphs
(d) and (e) of this section, each
regulation must be the subject of a
notice of proposed rulemaking published
in the Federal Register.

(1) The notice will contain (i) the
name of the agency; (ii) the nature of the

I
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action, e.g., proposed rule, or notice; (i)
a summary in the first paragraph
describing the substance of the
document in easily understandable
terms; (iv) relevant dates, e.g., comment
closing date, and proposed effective
date(s); (v] the name, business address,
and phone number of an agency contact
person who can provide further
information to the public about the
notice; (vi) an address for submitting
written comments; (vii) supplementary
information about the notice in the form
of a preamble that summarizes the
proposal and the facts and policy
underlying it, includes references to all
information on which the Commissioner
relies for the proposal (copies or a full
list of which are a part of the docket file
on the matter in the office of the Hearing
Clerk), and cites the authority under
which the regulation is proposed; (viii)
either the terms or substance of the
proposed regulation or a description of
the subjects and issues involved; (ix) a
reference to the existence or lack of
need for an environmental impact
statement under § 25.25(a)(3) (ii) or (iii);
and (x) the docket number of the matter,
which identifies the docket file
established by the Hearing Clerk for all
relevant submissions.

(2] The proposal will provide 60 dsys
for comment, although the
Commissioner may shorten or lengthen
this time period for good cause. In no
event is the time for comment to be less
than 10 days.

(3) After publication of the proposed
riile, and interested person may request
the Commissioner to extend the
comment period for an additional
specified period by submitting a written
request to the Hearing Clerk stating the
grounds for-the request. The request is
submitted under § 10.35 but should be
headed "REQUEST FOR EXTENSION
OF COMMENT PERIOD."

(i) A request must discuss the, reason'
comments could not feasibly be
submitted within the time permitted, or
that important new information will
shortly be available, or that sound
public policy otherwise supports an
extension of the time for comment The
Commissioner may grant or deny the
request or may grant an extension for a
time period different from that
requested. An extension may be limited
t6 specific persons who have made and
justified the request, but will ordinarily
apply to all interested persons.
, (ii) A comment time extension of 30
days or longer will be published in the
Federal Register and will be applicable
to all interested persons. A comment
time extension of less than 30 days will
be the subject either of a letter or

memorandum iled with the Hearing
Clerk or of a notice published in the
Federal Register.

(4) A notice of proposed rulemaking
will request that four copies of all
comments be submitted to the Hearing
Clerk, except that individuals may
submit single copies. Comments will be
stamped with the date of receipt and
will be numbered chronologically.

(5) Persons submitting comments
critical of a proposed regulation are
encouraged to include their preferred
alternative wording.

(c) After the time for comment on a
proposed regulation has expired, the
Commissioner will review the entire
administrative record on the matter,
including all comments and, in a notice
published in the Federal Register, will'
terminate the proceeding, issue a new
proposal, or promulgate a final
regulation.

(1) The quality and persuasiveness of
the comments will be the basis for the
Commissioner's decision. The number or
length of comments will not ordinarily
be a significant factor in the decision
unless the number of comments is
material where the degree of public
interest is a legitimate factor for
consideration.

(2) The decision of the Commissioner
on the matter will be based solely upon
the administrative record.

(3) A final regulation published in the
Federal Register will have a preamble
stating (i) the name of the agency, (ii)
the nature of the action e.g., final rule,
notice, (iii) a summary first paragraph
describing the substance of the
document in easily. understandable
terms, (iv) relevant dates, e.g., the rule's
effective date and comment closing
date, if an opportunity for comment is
provided, (v) the name, business
address, and phone number of an
agency contact person who can provide
further information to the public about
the notice, (vi) an address for the
submission of written comments when
they are permitted, (vii) supplementary
information about the regulation in the
body of the preamble that contains
references to prior notices relating to the
same matter and a summary of each
type of comment submitted on the
proposal and the Commissioner's
conclusions with respect to each. The
preamble is to contain a thorough and
comprehensible explanation of the
reasons for the Commissioner's decision
on each issue.

(4) The effective date of a final
regulation may not be less than 30 days
after the date of publication in the
Federal Register, except for-

(i) A regulation that grants an
exemption or relieves a restriction; or

(ii) A regulation for which the
Commissioner finds, and states in the
notice good cause for an earlier effective
date.

(d) The provisions for notice and
comment in paragraphs b) and (c] of
this section will apply to interpretive
rules and rules of agency practice and
procedure except as provided in
paragraph (e) of this section. Paragraphs
(b) and (c) of this section do not apply to
general statements of policy in the form
of informational notices published in the
Federal Register or to matters involving
agency organization.

(e) The requirements of notice and
public procedure in paragraph (b) of this
section do not apply in the following
situations:

(1) When the Commissioner
determines for good cause that they are
impracticable, unnecessary, or contrary
to the public interest. In these cases, the
notice promulgating the regulation will
state the reasons for the determination.
and provide an opportunity for comment
to determine whether the regulation
should subsequently be modified or
revoked. A subsequent notice based on
those comments may, but need not,
provide additional opportunity for
public comment.

(2) Food additive and color additive
petitions, which are subject to the
provisions of § 12.20(b)(2).

(3) New animal drug regulations,
which are promulgated under section
512(i) of the act.

(f) In addition to the notice and public
procedure required under paragraph (b)
of this section, the Commissioner may
also subject a proposed or final
regulation, before or after publication in
the Federal Register, to the following
additional procedures:

(1) Conferences, meetings,
discussions, and correspondence under
§ 10.65.

(2) A hearing under Parts 12,13,14, or
15.

(3) A notice published in the Federal
Register requesting information and
views before the Commissioner
determines whether to propose a
regulation.

(4) A draft of a proposed regulation
placed on public display in the office of
the Hearing Clerk. If this procedure is
used, the Commissioner shall publish an
appropriate notice in the Federal
Register stating that the document is
available and specifying the time within
which comments on the draft proposal
may be submitted orally or in writing.

(5) A revised proposal published in
the Federal Register, which proposal is
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subject to all the provisions in this
section relating to proposedregulations.

(6) A tentative final regulation or
tentative revised final regolation placed
on public display in the office of the .
Hearing Clerk and, if deemed desirable
by the Commissioner, published in the
Federal Register. If the tentative
regulation is placed on, display only, thiie
Commissioner shall publish an
appropriate notice in the Federal
Register staling that the document is
available and specifying the-time within
which comments may be-submitted
orally or in writing on the tentative final
regulation. The Commissioner shall mail
a copy of the tentative final regulation.
and the Federal Register notice to each
person who submitted comments on the
proposed regulation if ohe has been
published.

(7) A final regulation published in the
Federal Register that provides an
opportunity for the submission of further
comments, in accordance with
paragraph (e)(1) of this section.

(8) Any other public procedure
established in this chapter and
expressly applicable to the matter.

(g) The record of.the administrative
proceeding consists of all of the
following:

(1) If'the regulation was initiated by a
petition, the administrative record
specified in § 10.30(i).

(2) If a petition for reconsideration or
for a stay of action is filed, the
administrative record specified in
§ 10.33(k) and § 10.35(h). ,

(3) the proposed rule published in the
Federal Register, including all
information identified or filed by the
Commissioner with the Hearing Clerk on
the proposal.

(4) All comments received on the
proposal, -including all information
submitted as a part of the comments.

(5) The notibe promulgating the final
regulation, including all information .
identified or filed by the Commissioner
with the Hearing Clerk as part of the
administrative record of the final
regulation.

(6) The transcripts, niinutes of
meetings, reports, Federal Register
notices, and other documents resulting
from the procedures specified in
paragraph (f) of this section, but not the
transcript of a closed portion of a public
advisory committee meeting.

(7) All documents submittea to the
Hearing Clerk under § 10.65(h).

(h) The record of the administrative
proceeding closes on the date of the
Commissioner's .decision unless some
other date specified. Thereafter any •
interested person may submit a petition
for reconsideration under § 10.33 or a

"petition for stay of action under § 10.35.A person who wishes to rely upon

information or views rot included in the
administrative record.shall submit it to
the Commissioner with a new petition to
modify the final regulation.

(i) The Hearing Clerk shall maintain a
chronological list of all regulations
proposed and promulgated under this
section and §'10.50 (which list will not
include regulations resulting from
petitions filed and assigned a docket
number under § 10.30) showing-
. (1 The docket number (for a petition
submitted directly to a bureau, the list
also includes the number or other
designation assigned by the bureau, e.g.,
the number assigned to a food additive
petition);

(2) The name of the petitioner, if any;
(3) The subject matter involved; and
(4) The disposition of the petition.

§ 10.45 Court review of final
administrative action; exhaustion of
,administrative remedies.,

(a) This section applies to court
review of final administrative action
taken by the Commissioner, including
action taken under § § 10.25 through
10.40 and § 16.1(b), except action subject
to § 10.50 and Part 12.

(b) A request that the Commissioner
*take or refrain from taking any form of
administrative action must first be the
subject of a final administrative decision
based on a petition submitted under
§ 10.25(a) or, where applicable, a
hearing under § 16.1(b) before any legal
action is filed in a court complaining of
the action or failure to act If a court
action is filed complaining of the action
or failure to act before the submission of
the decision on' a petition under
§ 10.25(a) or, where applicable, a
hearing under § 16.1(b), the
Commissioner shall request dismissal.of
the court action or referral to the agency
fog an initial administrative
determination on the grounds of -a
failure to exhaust administrative
remedies, the lack of final agency action
as required by 5 U.S.C. 701 et seq., and
the lack of an actual controversy as
required by 28 U.S.C. 2201.

(c) A request that administrative
action be stayed must first be the
subject of an administrative decision
based upon a petition for stay of action
submitted under § 10.35 before a request
is made that a court stay the action. If a

.court action is filed requesting a stay of
administrative action before the
Commissioner's decision on a petition

,submitted in a timely manner pursuant
to § 10.35, the Commissioner shall
request dismissal of the court action or
referral to the agency for an initial

determination on the grounds of a
failure to exhaust administrative
remedies, the lack of final agency action
as required by 5 U.S.C 701 et seq., and
the lack of an actual controversy as
required by 28 U.S.C. 2201. If a court
action is fied requesting a stay of
administrative action after a petition for
a stay of action is denied because It was
submitted after expiration of the time
period provided under § 10.35, or after
the time for submitting such a petition
has expired, the Commissioner will
request dismissal of the court action on
the ground of a failure'to exhaust
administrative remedies.

(d) The Commissioner's final decision
constitutes final agency action
(reviewable in the courts under 5 U.S.C.
701 et seq. and, where appropriate, 20
U.S.C. 2201) on a petition submitted
under § 10.25(a), on a petition for
reconsideration submitted under § 10,33,
on a petition for stay of action submitted
under § 10.35, on an advisory opinion
issued under § 10.85, on a guideline
issued under § 10.90, on a matter
involving administrative action which Is
the subject of an opportunity for a
hearing under § 16.1(b), or on the
issuance of a final regulation published
in accordance with § 10.40.

(1) It is the position of FDA except as
otheiwi~e provided in paragraph (d)( )
of this section, that-

_(i) Final agency action exhausts all
administrative remedies and Is ripefor
preenforcement judicial review as of the
date of thd final decision, unless
applicable law explicitly requires that
the petitioner take further action before
judicial review is available;

(ii) An interested person is affected
by, and thus has standing to obtain
judicial review of final agency action-
and
(iii) It is not appropriate to move to

dismiss a suit for preenforcement
judicial review of final agency action on
the ground that indispenable parties are
not joined or that it is an unconsented
suit against the United States If the
defect could be cured by amending the

- complaint.
(2) The Commissioner shall object to

judicial review of a matter if-
(i) The matter is committed by law to

the discretion of the Commissioner, e.g.,
a decision to recommend or not to
recommend civil or criminal I
enforcement action under sections 302,
303, and 304 of the act; or

(ii) Review is not sought in a proper
court.

(e) An interested person may reluest
judicial review of a final decision of the
Commissioner in the courts without first
petitioning the Commissioner for

Federal Re zister / Vet. 44, No. 73 / Friday, April 13. 1979 / Rules and Regulations22330



Federal Register I Vol. 44, No. 73 I Friday. April 13. 1979 I Rules and Regulations 22331

reconsideration or for a stay of action,
except that in accordance with
paragraph (c) of this section, the person
shall request a stay by the
Commissioner under § 10.35 before
requesting a stay by the court.

(f) The Commissioner shall take the
position in an action for judicial review
under 5 U.S.C. 701 et seq., whether or
not it includes a request for a
declaratory judgment under 28 U.S.C.
2201, or in any other case in which the.
validity of administrative action is
properly challenged, that the validity of
the action must be determined solely on
the basis of the administrative record
specified in § § 10.30(i), 10.33(k), 10.35(h),
10.40(g), and 16.80(c) or the
administrative record applicable to any
decision or action under the regulations
referenced in § 16.1(b), and that
additional information or views may not
be considered. Aninterested person
who wishes to rely upon information or
views not included in the administrative
record shall submit them to the
Commissioner with a -new petition to
modify the action under § 10.25(a).

(g) The Commissioner requests that all
petitions for judicial review of a
particular matter be filed in a single US.
District court. If petitions are filed in
more than one jurisdiction, the
Commissioner will take appropriate
action to prevent a multiplicity of suits
in various jurisdictions, such as-

(1) A request for transfer of one or
more suits to consolidate separate
actions, under 28 U.S.C. 1404(a) or 28

. U.S.C. 2112(a);
(2) A request-that actions in all but

one jurisdiction be stayed pending the
conclusion of one proceeding;

(3) A request that all but one action be
dismissed pending the conclusion of one
proceeding, with the suggestion that the
other plaintiffs intervene in that one
suit; or

(4) A request that one of the suits be
maintained as a class action in behalf of
all affected persons.

(h) Upon judicial review of
administrative action under this
section-

(1) If a court determines that the
administrative record is inadequate to
support the action, the Commissioner
shall determine whether to proceed with
such action.

(i) If the Commissioner decides to
proceed with the action, the court will
be requested to remand the matter to the
agency to reopen the administrative
proceeding and record, or on the
Commissioner's own initiative the
administrative proceeding and record
may be reopened upon receipt of the
court determination. A reopened

administrative proceeding will be
conducted under the provisions of this
part and in accordance with any
directions of the court.

(ii) If the Commissioner concludes
that the public interest requires that the
action remain in effect pending further
administrative proceedings, the court
will be requested not to stay the matter
in the interint and the Commissioner
shall expedite the further administrative
proceedings.

(2) If a court determines that the
administrative record is adequate, but
the rationale for the action must be
further explained-

'(i) The Commissioner shall request
either that further explanation be
provided in writing directly to the court
without further administrative
proceedings, or that the administrative
proceeding be reopened in accordance
with paragraph (h)[1)[i) of this section;
and

(ii) If the Commissioner concludes
that the public interest requires that the
action remain in effect pending further
court or administrative proceedings, the
court will be requested not to stay the
matter in the interim and the
Commissioner shall expedite the further
proceedings.

§ 10.50 Promulgation of regulations and
orders after an opportunity for a formal
evldentiary public hearing.

(a) The Commissioner shall
promulgate regulations and orders after
an opportunity for a formal evidentiary
public hearing under Part 12 whenever
all of the following apply.

(1) The subject matter of the
regulation or order is subject by statute
to an opportunity for a formal
evidentiary public hearing.

(2) The person requesting the hearing
has a right to an opportunity for a
hearing and submits adequate
justification for the hearing as required
by § § 12.20 through 12.22 and other
applicable provisions in this chapter
e.g., §§ 314.200, 430.20(b). 514.200, and
601.7(a).

(b) The Commissioner may order a
formal evidentiary public hearing on any
matter whenever it would be in the
public interest to do so.

(c) The provisions of the act, and
other laws, that afford a person who
would be adversely affected by
administrative action an opportunity for
a formal evidentiary public hearing as
listed below. The list imparts no right to
a hearing where the statutory section
provides no opportunity for a hearing.

(1) Section 401 on definitions and
standards for food.

(2) Section 403(j) on regulations for
labeling of foods for special dietary
uses.

(3) Section 404(a) on regulations for
emergency permit control.

(4) Section 406 on tolerances for
poisonous substances in food.

(5) Section 409 (c), d). and (h) on food
additive regulations.

(6) Section 501(b) on tests or methods
of assay for drugs described in official
compendia.

(7) Section 502(d) on regulations
designating habit forming drugs.

(8) Section 502(h) on regulations
designating requirements for drugs
liable to deterioration.

(9) Section 502(n] on prescription drug
advertising regulations.

(10) Section 56(c) on insulin
regulations.

(11) Section 507(f) on regulations for
antibiotic drug certification.

(12) Section 512(n)(5) on regulations
for animal antibiotic drugs and
certification requirements.

(13) Section 706 (b) and Cc) on
regulations for color additive listing and
certification.

(14) Section 4(a) of the Fair Packaging
and Labeling Act on food, drug, device,
and cosmetic labeling.

(15) Section 5(c) of the Fair Packaging
and Labeling Act on additional
economic regulations for food, drugs.
devices, and cosmetics.

(16) Section 505 (d) and (e] on new
drug applications.

(17) Section 512 (d), (e] and (m] (3] and
(4) on new animal drug applications.

(18) Section 515(g) on device
premarket approval applications and
product development protocols.

(19) Section 351(a) of the Public
Health Service Act on plant arid product
licenses for a biologic.

§ 10.55 Separation of functions; ex parte
communications.

(a) This section applies to any matter
subject by statute to an opportunity for
a formal evidentiary public hearing, as
listed in § 10.50(c), and anymatter
subject to a hearing before a Public
Board of Inquiry under Part 13.

(b) In the case of a matter listed in
§ 10.50(c) (1) through (10) and (12)
through (15)-

(1) An interested person may meet or
correspond with any FDA
representative concerning a matter prior
to publication of a notice announcing a
formal evidentiary public hearing or a
hearing before a Public Board of nquiry
on the matter;, the provisions of § 10.65
apply to the meetings and
correspondence, and
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(2) Upon publication of a notice
announcing a formal evidentiary public
hearing or a hearing before a Public
Board of Inquiry, the following
separation of functions apply:

(i) The bureau responsible for the
matter is, as a party to the hearing,
responsible for all investigative'
functions and for presentation of the
position of the bureau at the hearing and
in any pleading or oral argument before
the Commissioner. Representatives of
the bureau may not participate or advise
in any decision except as witness or
counsel in public proceedings. There is
to be no other communication between
representatives of the bureau and
representatives of the office of the
Commissioner concerning the matter
before the decision of the Commissioner.
The Commissioner may, however, .
designate representatives of a bureau to
advise the office of the Commissioner,
or designate members of that office to
advise a bureau. The designation will be
in writing and filed with the Hearing
Clerk no later than the time specified in
paragraph (b)(2) of this section for the
application of separation of functions.
All members of FDA other than
representatives of the involved bureau
(except those specifically designated
otherwise) shall be available to advise -
and participate with the office of the
Commissioner in.its functions relating to
the hearing and the final decision.

(ii) The Chief Counsel for FDA shall
designate members of the office of
General Counsel to advise and
participate with the bureau in its
functions in the hearing and members
who are to advise the office of the
Commissioner in its functions related to
the hearing and the final decision. The
members of the office of General
Counsel designated to advise the bureau
may not participate or advise in any
decision of the Commissioner except as
counsel in public proceedings. The
designation is to be id the form of a
memorandum filed with the Hearing
Clerk and made a part of the
administrative record in the proceeding.
There may be no other communication
between those members of the office of
General Counsel designated to advise
the office of the Commissioner and any
other persons in the office of General
Counsel or in the involved bureau with
respect to the matter prior to the
decision of the Commissioner. The Chief
Counsel may assign new attorneys to
advise either the bureau or the office of
the Commissioner at any stage of the
proceedings. The Chief Counsel will
ordinarily advise and participate with
the office of the Commissioner in its

functions relating to the hearing and the
final decision.

(iii) The office of the Commissioner is
responsible for the agency review and
final decision of the matter, with the
advice and participation of anyone in
FDA other than repres entatives of the
involved bureau and those members of
the office of General Counsel designated
to assist in the bureau's functions in the
hearing.

(c) In a matter listed in § 10.50(c) (11)
and (16] through (19), the provisions
relating to separation of functions set
forth in §§ 314.200(f), 430.20(b)(7),
514.200, and 601.7(a) are applicable
before publication of a notice
announcing a formal evidentiary public
hearing or a hearing before a Public
Board of Inquiry.-Following publication
of the notice of hearing, the rules in
paragraph (b)(2) of this section apply.

(d) Except as provided in paragraph
(e) of this section, between the date that
separation of functions applies under
paragraph (b) or (c) of this section and
the date of the Commissioner's decision
on the matter, communication
concerning the matter involved in the
hearing will be restricted as follows:

(1) No person outside the agency may
have an ex parte communication with
the presiding officer or any person
representing the office of the
Commissioner concerning the matter in
the hearing. Neither the presiding officer
nor any person representing the office of
the Commissioner may have any ex
parte communication with a person
outside the agency concerning the
matter in the hearing. All
communications are to be public
communications, as witness or counsel,
under the applicable provisions of this
part.

(2) A participant in the hearing may
submit a written communication to the
office of the Commissioner with respect
to a proposal for settlement. These
communications are to be in the form of
Pleadings, served on all other
participants, and filed with the Hearing
Qerk like any other pleading.

(3) A written communication confrary
to this section must be immediately
served on all other participants and filed
with the Hearing Clerk by the presiding
officer at the hearing, or by the
Commissioner, depending on who
received the communication. An oral
communication contrary to this section
must be immediately recorded in a
written memorandum and similarly
served on all other participants and filed
with the Hearing Clerk. A person,
including a representative of a
participant in the hearing, who is
involved in an oral communication

contrary to this section, must, if
possible, be made available for cross-
examination dur n the hearing with-
respect to the substance of that
conversation. Rebuttal testimony'
pertinent to a written or oral
communication contrary to this section
will be permitted. Cross-examination
and rebuttal testimony will be
transcribed and filed with the Hearing
Clerk.

(e) The prohibitions specified in
paragraph (d) of this section apply to a
person who knows of a notice of hearing
in advance of its publication from the
time the knowledge is acquired.

(f) The making of a communication
contrary to this section may, consistent
with the interests of justice and the
policy of the underlying statute, result in
a decision adverse to the person
knowingly making or causing the
making of such a communication,

§ 10.60 Referral by court.
(a) This section applies when a

Federal, State, or local court holds in
abeyance, or refers to the
Commissioner, any matter for an initial
administrative determination under
§ 10.25(c) or § 10.45(b).

(b) The Commissioner shall promptly
agree or decline to accept a court
referral, Whenever feasible in light of
agency priorities and resources, the
Commissioner shall agree to accept a
referral and shall proceed to determine
the matter referred.

(c) In reviewing the matter, the
Commissioner nmay use the following
procedures:

(1) Conferences, meetings,
discussions, and correspondence under
§ 10.65.

(2) A hearing under Parts 12, 13, 14, 15,
or 16.

(3) A notice published in the Federal
Register requesting information and
views.

(4) Any other public procedure
established in other sections of this
chapter and expressly applicable to the
matter under those provisions.

(d) If the Commissioner's review of
the matter results in a proposed rule, the
provisions of § 10.40 or § 10.50 also
apply.

§ 10.65 Meetings and correspondence.
(a) In addition to public lfearings and

proceedings established under this part
and other sections of this chapter,

_meetings may be'held and
correspondence may be exchanged
between representatives of FDA and an
interested person outside FDA on a
matter within the jurisdiction of the
laws administered by the Commissioner.
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Action on meetings and correspondence
does not constitute final administrative
action subject to judicial review under
§ 10.45.

(b) The Commissioner may conclude
that it would be in the public interest to
hold an open public meeting to discuss a
matter (or class of matters) pending
before FDA, at which any interested
person may participate.

(1) The Commissioner shall give
public notice through the public
calendar described in § 10.100(a) of the
time and place of the meeting and of the
matters to be discussed, and may also
publish notice of the meeting.

(2) The meeting will be informal, i.e.,
any interested person may attend and
participate in the discussion without
prior notice to the agency unless the
notice of the meeting specifies
otherwise.

(3) No official transcript or recording
of the meeting will be made unless it
appears to the -agency that it will be
useful. A written memorandum
summarizing the substance of the
meeting will be prepared by an FDA
representative in all cases.

(c) A meeting with a person outside
the Department, including a person in
the executive or legislative branch of the
Fdderal Government concerning a
pending court case, administrative
hearing, or other regulatory action or
decision, whichinvolves more than a
brief description of the matter, is to be
summarized in a written memorandum,
which is filed in the administrative file
on the matter.

(d) Every person outside the Federal
Government may request and obtain a
private meeting with a representative of
FDA in agency offices to discuss a
matter.

(1) The person requesting a meeting
may be accompanied by a reasonable
number of employees, consultants, or
other persons with whom there is a
commercial arrangement within the
meaning of § 20.81(a). Neither FDA nor
any other person may require the
attendance of a person who is not an
employee of the executive branch of the
Federal Government without the
agreement of the person requesting the
meeting. Aiy person may attend by
mutual consent of the person requesting
the meeting and FDA.

(2) FDA will determine which
representatives of the Agency will
attend the meeting. The person
requesting the meeting may request but
not require or preclude the attendance
of a specific FDA employee.

(3) Whenever appropriate (e.g., the
meeting involves a matter covered by
paragraph (c) of this section or other

important matter, a decision on an issue,
or statements or advice or conclusions
to which future reference may be
desirable), a written memorandum
summarizing the substance of the
meeting will be prepared by an FDA
representative.

(4] A person who wishes to attend a
private meeting, but who either is not
permitted to attend by the person
requesting the meeting or by FDA or
who cannot attend because the meeting
is conducted by telephone, may obtain a
separate meeting with FDA to discuss
the same matter or an additional matter.

(e) FDA employees have a
responsibility to meet with all segments
of the public to promote the objectives
of the laws administered by the Agency.
In pursuing this responsibility the
following general policy applies where
agency employees are invited by
persons outside the Federal Government
to attend or participate in meetings
outside agency offices as
representatives of the Agency.

(1) A person outside the executive
branch may invite an agency
representative to attend or participate in
a neeting outside agency offices. The
agency representative is not obligated to
attend or participate, but may do so
where it is in the public interest and will
promote the objectives of the act.

(2) The agency representative may
request that the meeting be open if that
would be in the public interest. The
agency representative may decline to
participate in a meeting held as a
private meeting if that will best serve
the public interest.

(3) An agency representative may not
knowingly participate in a meeting
which is closed on the basis of sex, race,
or religion.

(4) A meeting, whether open or dosed.
is subject to paragraph (d)(3) of this
section with respect to memoranda
summarizing the substance of the
meeting.

(0) Representatives of FDA may
initiate a meeting or correspondence
with any person outside the Federal
Government on any matter concerning
the laws administered by the
Commissioner.

(1) A meeting initiated by FDA
representatives which involves a small
number of interested persons, for
example, a meeting with a petitioner or
with two manufacturers of a particular
product which requires additional
testing or with a trade association.
employee to discuss an industry labeling
problem, may be a private meeting. A
meeting initiated by FDA
representatives which involves a large
number of interested persons, for

example. 10 manufacturers of an
ingredient in a discussion of appropriate
testing or labeling, must be held as an
open conference or meeting under
paragraph (b) of this section.

(2) Whenever appropriate (e.g., the
meeting involves a matter covered by
paragraph Cc) of this section or another
important matter, a decision on an issue,
or statements or advice or conclusions
to which future reference may be
desirable), a written memorandum
summarizing the substance of the
meeting will be prepared by an FDA
representative. 

I

(g) A person who participates in a
meeting described in paragraphs (b)
through (1) of this section may also
prepare and submit to FDA for inclusion
in the administrative file a written
memorandum summarizing the
substance of the meeting.

(h) Memorianda of meetings prepared
by an FDA representative or by any
other person and all correspondence
which relate to a matterpending before
the agency will promptly be filed in the
administrative file of the proceeding.

(i) A meeting with a representative of
Congress relating to a pending or
potential investigation inquiry, or
hearing by a congressional committee or
a Member of Congress will be
summarized in a written memorandum
which is to be forwarded to the Food
and Drug Administration. Office of
Legislative Affairs. This provision does
not restrict the right of an agency
employee to participate in the meeting.

{I) A meeting of an advisory
committee is subject to the requirements
of part 14.

(k) Under 42 U.S.C. Z631ta][8), a log or
summary is to be made of all meetings
between representatives of FDA and
industry and other interested parties to
implement the Radiation Control for
Health and Safety Act of i,6

§ 10.70 Documentation of significant
decisions In administrative file.

(a) This section applies to every
significant FDA decision on any matter
under the laws administered by the
Commissioner, whether it is raised
formally, for example, by a petition or
informally, for example, by
correspondence.

(b) FDA employees responsible for
handling a matter are responsible for
insuring the completeness of the
administrative file relating to it. The file
must contain-

(1) Appropriate documentation of the
basis for the decision. including relevant
evaluations, reviews, memoranda,
letters, opinions of consultants, minutes
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of meetings, and other pertinent written
documents; and

(2) The recommendations and
decisions of individual employees,
including supervisory personnel,
responsible for handling the matter.

(i) The recommendations and .
decisions aie to reveal significant
controversies or differences of opinion
and their resolution.

(it) An agency employee working on a
matter and, consistent with the prompt
completion of other assignments, an
agency employee who has worked on a
matter may record individual views* on
that matter in a written memorandum,
which is to be placed in the-file.

(c) A written document placed in an
administrative file must-

(1) Relate to the factual, scientific,
legal or related issues under
consideration;

(2) Be dated and signed by the author;,
(3) Be directed to the fife, to

appropriate supervisory personnel, and
to other appropriate employees, and
show all persons to whom copies were
sent;

(4) Avoid defamatory language,
intemperate remarks, undocumented
charges, or irrelevant matters (e.g.,
personnel complaints);

(5) If it records the views, analyses,
recommendations, or decisions of an

.agency employee in addition to the
author, be given to the other employees;
and

(6) Once completed (i.e., typed in final
form, dated, and signed) not be altered
or removed. Later additions to or
revisions of the document must be made
in a new document.

(d) Memoranda or other documents
that are prepared by agency employees
and are not in the administrative file
have no status or effect.

(e) FDA employees working on a
matter have access to the administrative
file on that matter, as appropriate for the
conduct of their work. FDA employees
who have worked on a matter have
access to the administrative file on that
matter so long as attention to their
assignments is not impeded. Reasonable
restrictions may be placed upon access
to assure proper cataloging and storage
of documents, theavailabiity of the file
to others, and the completeness of the
file for review.

§ 10.75 Internal agency review of
decisions.

(a) A decision of an FDA employee,
other than the Commissioner, on a
matter, is subject to review by the
employee's supervisor under the
following circumstances:

(1) At the request of the employee.

(2) On the initiative of the supervisor.
(3) At the request of an interested

person outside the agency.
(4) As required by delegations of

authority.
(b) The review will be made by

consultation between the employee and
-the supervisor or by review of the
administrative file on the matter, or
both. The review will ordinarily follow
the established agency channels of
supervision or review for that matter.

(c) An interested person outside the
agency may request internal agency
review of a decision through the
established agency channels of
supervision or review. Personal review
of these matters by bureau directors or
the office of the Commissioner will
occur for any of the following purposes:

(1) To resolve an issue that cannot be
resolved at lower levels within the
agency (e.g., between two parts of a
bureau or other cbmponent of the
agency, between two bureaus or other
components of the agency, or between
the agency and an interested person
outside the agency).

(2) To review policy matters requiring
the attention of bureau or agency 0
management.

(3) In unusual situations requiring an
immediate review in the public interest.

(4) As required by delegations of
authority.

(d) Internal agency review of a
decision must be based on the
information in the administrative file. If
an interested person presents new
information not in the file, the matter.
will be returned to the appropriate lower
level in the agency for reevaluation
based on the new information.

§ 10.80 Dissemination of draft FEDERAL
REGISTER notices and regulations.

(a) A representative of FDA may
discuss orally or in writing with an
interested person ideas and
recommendations for notices or
regulations. FDA welcomes assistance
in developing ideas for, and in gathering
the information to support, notices and.
regulations.

(b) Notices and proposed regulations.
(1) Once it is determined that a notice or
proiosed regulation will be prepared,
the general concepts may be discussed
by a representative of FDA with an
interested person. Details of a draft of a
notice or proposed regulation imiay be
discussed with a person outside the'
executive branch only with the specific
permission of the Commissioner. The
permission must be in writing and filed
with the Hearing Clerk.

(2) A draft of a notice or proposed
regulation or its preamble, or a portion

of either, may be furnished to an
interested person outside the executive
Jranch only if it is made available to all

'interested persons by a notice published
in the Federal Register. A draft of a
notice or proposed regulation made
available in this manner may, without
the prior permission of the
Commissidner, be discussed with an
interested person to clarify and resolve
questions raised and concerns
expressed about the draft.

(c) After publication of a notice or
proposed regulation in the Federal
Register, and before preparation of a
draft of the final notice or regulation, a
representative of FDA may discuss the
proposal with an interested person as
provided in paragraph (b)(2) of this
section.

(d) Final notices and regulations. (1)
Details of a draft of a final notice or
regulation may be discussed with an
interested person outside the executive
branch only with the specific permission
of the Commissioner. The permission
must be in writing and filed with the
Hearing Clerk.

(2) A draft of a final notice or
regulation or its preamble, or any
portion of either, may be furnished to an
interested person outside the executive
branch only if it is made available to all
interested persons by a notice published
in the Federal Register, except as
otherwise provided in paragraphs (g)
and 0) of this section, A draft of a final
notice or regulation made available to
an interested person in this manner
may, without the prior permission of the
Commissioner, be discussed as provided
in paragraph (b)(2) of this section.

'i) The final notice or regulation and
its preamble will be prepared solely on
the basis of the administrative record.

(ii) If additional technical information
from a person outside the executive
branch is necessary to draft the final
notice or regulation or its preamble, it
will be requested by FDA in general
terms and furnished directly to the
hearing clerk to be included as part of
the administrative record,

(iii) If direct discussion by FDA of a
draft of a final notice or regulation or its
preamble is required with a person
outside the executive branch,
appropriate protective procedures will
be undertaken to make certain that a full
and impartial administrative record Is
established. Such procedures may
include either-

(a) The scheduling of an open public
meeting under § 10.65(b) at which
interested persons may participate In
review of and comment on the draft
document; or
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(b) The preparation of a tentative fina
regulation or tentative revised final
regulation under § 10.40(f)(9), on which
interested persons will be given an
additional period of time for oral and
written comment.

(e) After a final regulation is
published, an FDA representative may
discuss any aspect of it with an
interested person.

(0) In addition to the requirements of
this section, the provisions of § 10.55
apply to the promulgation of a regulatio:
subject to § 10.50 and Part 12.

(g) A draft of a final food additive
color additive, or new animal drug
regulation or a proposed or final
-antibiotic regulation may be furnished t
the petitioner for comment on the
technical accuracy of the regulation.
Every meeting with a petitioner.relating
to the draft will be recorded in a writter
memorandum, and all memoranda and
correspondence will be filed with the
Hearing Clerk as part of the
administrative record of the regulation
under the provisions of § 10.65.

(h) In accordance with 42 U.S.C 263f,
the Commissioner shall consult with
interested persons and with the
Technical Electronic Product Radiation
Safety Standards Committee (TEPRSSC
before prescribing any performance
standard for an electronic product
Accordingly, the Commissioner shall
publish in the Federal Register an
announcement when a proposed or fina
performance standard, including any
amendment, is being considered for an
electronic product, and any draft of any
proposed or final standard will be
furnished to an interested person upon
request and may be discussed in detail.

(i) The provisions of § 10.65 apply to
meetings and correspondence relating t
draft notices and regulations.

(i The provisions of this section
restricting discussion and disclosure of
draft notices and regulations do not
apply to situations covered by § § 20.83
through 20.89.

§ 10.85 Advisory opinions.

(a) An interested person may request
an advisory opinion from the
Commissioner on a matter of general
applicability.

(1) The request will be granted
whenever feasible.

(2) The request may be denied if-
(i) The request contains incomplete

information on which to base an
informed advisory opinion;

(ii) The Commissioner concludes that
an advisory opinion cannot reasonably
be given on the matter involved;

I (iii) The matter is adequately covered
by a prior advisory opinion or a
regulation;

(iv) The request covers a particular
product or ingredient or label and does
not raise a policy issue of broad
applicability; or

(v) The Commissioner otherwise
concludes that an advisory opinion
would not be in the public interest

(b) A request for an advisory opinion
is to be submitted in accordance with

n § 10.20, is subject to the provisions of
§ 10.30 (c) through (1), and must be in the
following form:
(Date)

Hearing Clerk. Food and Drug
Administration. Department of Health.

0 Education. and Welfare, Rm. 4-05. 500
Fishers Lane, Rockville, Md. 20857.
Request for Advisory Opinion

I The undersigned submits this request for
an advisory opinion of the Commissioner of
Food and Drugs with respect to - (the
general nature of the matter involved).

A. Issues involved.
(A concise statement of the Issues and

questions on which an opinion Is requested.)
B. Statement of facts and law.
(A full statement of all facts and legal

points relevant to the request.)
The undersigned certifies that, to the best

of his/her knowledge and belief, this request
includes all data. information, and views
relevant to the matter, whether favorable or
unfavorable to the position of the
undersigned, which Is the subject of the
request.
(Signature)
(Person making request)
(Mailing address)
(Telephone number]

(c) The Commissioner may respond to
an oral or written request to the agency
as a request for an advisory opinion, in
which case the request will be filed with
the Hearing Clerk and be subject to this
section.

(d) A statement of policy or
interpretation made in the following
documents, unless subsequently
repudiated by the agency or overruled
by a court, will constitute an advisory
opinion

(1) Any portion of a Federal Register
notice other than the text of a proposed
or final regulation, e.g., a notice to
manufacturers or a preamble to a
proposed or final regulation.

(2) Trade Correspondence (T.C. Nos.
1-431 and IA-SA) issued by FDA
between 1938 and 1946.

(3) Compliance policy guides issued
by FDA beginning in 1968 and codified
in the Compliance Policy Guides
Imanual.

(4) Other documents specifically
identified as advisory opinions, e.g.,
advisory opinions on the performance

standard for diagnostic X-ray systems,
issued before July 1, 1975, and filed in a
permanent public file for prior advisory
opinions maintained by the Freedom of
Information Staff (H--35).

(5) Guidelines issued by FDA under
§ 10.90(b).

(e) An advisory opinion represents the
formal position of FDA on a matter and
except as provided in paragraph (f) of
this section, obligates the agency to
follow it until it is amended or revoked.
The Commissioner may not recommend
legal action against a person or product
with respect to an action taken in
conformity with an advisork opinion
which has not been amended or
revoked.

(f) In unusual situations involving an
immediate and significant danger to
health, the Commissioner may take
appropriate civil enforcement action
contrary to an advisory opinion before
amending or revoking the opinion. This
action may be taken only with the
approval of the Commissioner, who may
not delegate this function. Appropriate
amendment or revocation of the
advisory opinion involved will be
expedited.

(g) An advisory opinion maybe
amended or revoked at any time after it
has been issued. Notice of amendment
or revocation will be given in the same
manner as notice of the advisory
opinion was originally given or in the
Federal Register, and will be placed on
public display as part of the file on the
matter in the office of the Hearing Clerk.
The Hearing Clerk shall maintain a
separate chronological index of all
advisory opinions filed. The index will
specify the date of the request for the
advisory opinion, the date of the
opinion, and identification-of the
appropriate file.

(h) Action undertaken or completed in
conformity with an advisory opinion
which has subsequently been amended
or revoked is acceptable to FDA unless
the Commissioner determines that
substantial public interest
considerations preclude continued
acceptance. Whenever possible, an
amended orrevoked advisory opinion
will state when action previously
undertaken or completed does not
remain acceptable, and any transition
period that may be applicable.

(i) An interested person may submit
written comments on an advisory
opinion or modified advisory opinion.
Four copies of any comments are to be
sent to the Hearing Clerk for inclusion in
the public file on the advisory opinion.
Individuals may submit only one copy.
Comments will be considered in
determining whether further
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modification of an advisory opinion is
warranted.

(j) An advisory opinion may be used"
in administrative or court proceedings to
illustrate acceptable and unacceptable
procedures or standards, but not as a"
legal requirement.

(k) A statement made or advice
provided by an FDA employee
constitutes an advisory opinion only if it
is issued in writing under this'section. A
statement or advice given by an FDA
employee orally, or given in writing but
not under this section or § 10.90, is an
informal communication that represents
the best judgment of that employee at
that time but does not constitute an
advisory opinion, does not necessarily
represent the formal position of FDA,
and does not bind or otherwise obligate
or commit the agency to the views
expressed.

§ 10.90 FDA regulations, guidelines,
recommendations, and agreements.

(a) Regulations. FDA regulations are
promulgated in the Federal Register
under § 10.40 or § 10.50 and codified in
thq Code of Federal Regulations.
Regulations may contain provisions that
will be enforced as legal requirements, -
or which are intended only as guidelines
and recommendations, or both. The
dissemination of draft notices and
regulations is subject to § 10.80.

(b) Guidelines. FDA guidelines are
included in the public file of guidelines
established by the Hearing Clerk, under
this paragraph, unless they have been
published as regulations under
paragraph (a) of this section.

(1) Guidelines -establish principles or
practices of general applicability and do
not include decisions or advice on -
particular situations. Guidelines relate
to performance characteristics,
preclinical and clinical test procedures,
manufacturing practices, product
standards, scientific protocols,
compliance criteria, ingredient
specifications, labeling, or other
technical or policy criteria. Guidelines
state procedures or standards of general
applicability that are not legal
requirements but are-acceptable to FDA
for a subject matter which falls within
the laws administered by the
Commissioner.

(i) A person may rely upon a guideline
with assurance that it is acceptable to
FDA, or may follow different procedures
or standards. When different procedures
or standards are chosen., a person may,
but is not required to, discuss the matter
in advance with FDA to prevent the
expenditure of money and effort on.
activity that may later be determined to
be unacceptable.

(ii) Use of testing guidelines
established byFDA assures acceptance
of a test as scientifically valid, if
properly cojnducted, but does not assure
approval of any ingredient or product so
tested. Test results or other available
information may require disapproval or
additional testing.

(2) A guideline represents the formal
position of FDA on a matter and, except
as provided in paragraph (b)(3) of this
section, obligates the agency to follow it
until it is amended or revokbd. The
Commissioner may not recommend legal
action against a person or product with
rbspect to an action taken in conformity.
with, a guideline issued under this
section that has not been amended or
revoked.

(3) In unusual situations involving an
immediate and significant danger to
health, the Commissioner may take
appropriate civil enforcement action
contrary to a guideline before amending
or revoking the guideline as provided In
paragraph (b)(5) of this section. This
action may be taken only with the
approval of the Commissioner, who may
not delegate that function. Amendment
or revocation of the guideline involved
will be expedited.
1 (4) A guideline will be included in the
public file.upon approval of the
guideline by the Commissioner or
relevant bureau director and publication
of a notice of its availalility. The notice
will state (i) the title of the guideline, (ii)
the subject matter it covers, and (iii) the
office or individual responsible for
maintaining the guideline.

(5) A guideline may be amended or
revoked by the Commissioner or
relevant bureau director and publication
of a notice of the amendment or
revocation. The notice will state (i) the
title of the guideline, (ii) the subject
matter it covers, and (iii) the pffice or
individual responsible for maintaining
the guideline. All original guidelines and
subsequent amendments will be
retained in the public file permanently
so that a complete record of the
development of each guideline is
available.

(6) Action undertaken or completed in
conformity with a guideline which has
subsequently been amended or revoked
will remain acceptable to FDA unless
the Commissioner determines that
substantial public interest
.considerations preclude continued
acceptance. This determination may be
made at the time of or after amendment
or revocation of the guideline.
Whenever possible, notice of an
amended or revoked guideline will state
when it has been determined that action
previously undertaken or completed in

conformity with a prior guideline does
not remain acceptable, and any
transition period that may be applicable.
- (7) The notice of a guideline or of an
amended or revoked guideline will state
that an interested person may submit
written comments on the guideline. Four
copies of comments are to be sent to the
Hearing Clerk for inclusion in the public
file on the guideline. The comments will
be considered in determining whether
further amendments to or reinstitution of
a guideline are warranted.

(8) A guideline may be used in
administrative or court proceedings to
illustrate acceptable and unacceptable
procedures or standards, but not as a
legal requirement. -1

(9) A statement relating to acceptable
procedures or standards given by an
FDA employee orally, or in writing but
,not under § 10.85 of this section, is an
informal communication that represents
the best judgment of that employee at
that time but does, not constitute a
guideline, does ndt necessarily represent
the formal position of FDA, and does not
bind or otherwise obligate the agency to
the views expressed.

(10) Because of the large number of
analytical methods involved In FDA
activities, their length and complexity
and the volume and frequency of
amendment, paragraph (b)(4) of this
section does not apply to analytical
methods except to the extent that the
Commissioner concludes that particular
analytical methods should be included
in the public file for a particular
purpose. FDA analytical methods are
available for public disclosure under
Part 20.

(11) The dissemination of draft
guidelines is subject to the same
provisions as the dissemination of draft
notices and regulations under § 10.80,

(c) Recommendations. In addition to
the guidelines subject to paragraph (b)
of this section, FDA often formulates
and disseminates recommendations
about matters which are authorized by,
but do not involve direct regulatory
action under, the laws administered by
the Commissioner, e.g., model State and
local ordinances, or personnel practices
for reducing radiation exposure, issued
under 42 U.S.C 243 and 263d(b). These
recommendations may, in the discretion
of the Commissioner, be handled under
the procedures established in paragraph
(b) of this section, except that the
recommendations will be included In a
separate public file of reconmendations
established by the Hearing Clerk and
will be separated from the guidelines in
the notice of availability published in
the Federal Register, or be published in
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the Federal Register as regulations
under paragraph (a) of this section.

(d) Agreements. Formal agreements,
memoranda of understanding, or other
similar written documents executed by
FDA and ano-her person will be
included in the public file on agreements.
established by the Freedom of
Information Staff (HFI-35) under
§ 20.108. A document not included in the
public file is deemed to be rescinded
and has no force or effect whatever.

§ 10.95 Participation In outside standard-
setting activities.

(a) General. This section applies to
participation by FDA employees in
standard-setting activities outside the
agency. Standard-setting activities
include matters such as the development
of performance characteristics, testing
methodology, manufacturing practices,
product standards, scientific protocols,
compliance criteria, ingredient
specifications, labeling, or other
technical or policy criteria. FDA
encourages employee participation in
outside standard-setting activities that
are'in the public interest.

(b) Standard-setting activities by
other Federal Government agencies. (1).
An FDA employee may participate in
these activities after approval of the
activity under procedures specified in
the current agency Staff Manual Guide.
. (2) Approval forms and all pertinent

background information describing the
activity will be included in the public
file on standard-setting activities
established in the Public Records and
Documents Center.
(3) If a member of the public is invited

by FDA to present views to, or to
accompany, the FDA employee at a
meeting, the invitations will be extended
to a representative sampling of the
public, including consumer groups,
industry associations, professional
societies, and academic institutions.

(4) An FDA employee appointed as
the liaison representative to an activity
shall refer all requests for information
about or participation in the activity to
the group or organization responsible for
the activity.

(c] Standard-setting activities by
State and local government agencies
and by United Nations organizations
and other international organizations
and foreign governments pursuant to
treaty. (1) An FDA employee may
participate in these activities after
approval of the activity under
procedures specified in the current
agency Staff Manual Guide.

(2) Approval forms and all pertinent
background information describing the
activity will be included in the public

file on standard-setting activities
established by the Freedom of
Information Staff (HFI-35).

(3) The availability for public
disclosure of records relating to the
activity will be governed by Part 20.

(4) Ifa member of the public is invited
by FDA to present views to, or to
accompany, the FDA employee at a
meeting, the invitation will be extended
to a representative sampling of the
public, including consumer groups,
industry associations, professional
societies, and academic institutions.

(5) An FDA employee appointed as
the liaison representative to an activity
shall refer all requests for information
about or participation in the activity to
the group or organization responsible for
the activity.

(d) Standard-setting activities by
private groups and organizations. (1) an
FDA employee may engage in these
activities after approval of the activity
under procedures specified in the
current agency Staff Manual Guide. A
request for official participation must be
made by the group or organization in
writing, must describe the scope of the
activity, and must demonstrate that the
minimum standards set out in paragraph
(d)(5) of this section are met. Except as
provided in paragraph (d)(7) of this
section, a request that is granted will be
the subject of a letter from the
Commissioner or the bureau director to
the organization stating-

(i) Whether participation by the
individual will be as a voting or
nonvoting liaison representative;

(ii) That participation by the
individual does not connote FDA
agreement ith, or endorsement of, any
decisions reached; and

(iii) That participation by the
individual precludes service as the
deciding official on the standard
involved if it should later come before
FDA. The deciding official is the person
who signs a document ruling upon the
standard.

(2) The letter requesting official FDA
participation, the approval form, and the
Commissioner's or bureau director's
letter, together with all pertinent
background information describing the
activities involved, will be included in
the public file on standard-setting
activities established by the Freedom of
Information Staff (HFI-35).

(3) The availability for public
disclosure of records relating to the
activities will be governed by Part 20.

(4] An FDA employee appointed as
the liaison representative to an activity
shall refer all requests for information
about or participation in the activity to

the group or organization responsible for
the activity.

(5) The following minimum standards
apply to an outside private standard-
setting activity m which FDA employees
participate:

(i) The activity will be based'upon
consideration of sound scientific and
technological information, will permit
revision on the basis of new
information, and will be designed to
protect the public against unsafe,
ineffective, or deceptive products or
practices.

(ii) The activity and resulting
standards will not be designed for the
economic benefit of any company,
group, or organization, will not be used
for such antitrust violations as fixing
prices or hindering competition, and will
not involve establishment of
certification or specific approval of
individual products or services.

(iii) The group or organization
responsible for the standard-setting -
activity must have a procedure by which
an interested person will have an
opportunity to provide information and
iews on the activity and standards

involved. witlout the payment of fees,
and the information and views will be
considered. How this is accomplished,
including whether the presentation will
be in person or in writing, will be
decided by the group or organization
responsible for the activity.

(6) Membership of an FDA employee
in an organization that also conducts a
standard-setting activity does not
invoke the provisions of this section
unless the employee participates in the
standard-setting activity. Participation
in a standard-setting activity is subject
to this section.

(7) The Commissioner may determine
in writing that, because direct
involvement by FDA in a particular
standard-setting activity is in the public
interest and will promote the objectives
of the act and the agency, the
participation is exempt from the
requirements of paragraph (d)(1] (ii]
and/or (iii) of this section. This
determination will be included in the
public file on standard-setting activities
established by the Public Records and
Documents Center and in any relevant
administrative file. The activity may -
include the establishment and validition
of analytical methods for regulatory use,
drafting uniform laws and regulations,
and the development of
recommendations concerning public
health and preventive medicine
practices by national and international
organizations.

(8] Because of the close daily
cooperation between FDA and the
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associations of State and local
government officials listed below in this
paragraph, and the large number of
agency employees who are members of
or work with these associations,
participation in the activities of these
associations is exempt from paragraph
(d) (1) through (7) of this section, except
that a list of the committees and other
groups of these associations will be
included in the public file on standard-
setting activities established by the
Freedom of Information Staff (HFI-35):
(i) American Public Health

Association.
(ii) Association of American Feed

Control Officials, Inc.
(iii) Association of Food and Drug,

Officials.
(iv) Association of Official Analytical

Chemists.
(v) Conference of State Sanitary

Engineers.
(vi) Conference of Radiation Control

Program Directors.
(vii) International Association of Milk,

Food and Environmental Sanitarians,
Inc.

(viii) Interstate Seafood Seminar.
(ix) National Conferenc6 on Interstate

Milk Shipments. .
(x) National Conference on Weights

and Measures.
(xi) National Environmental Health

Association.
(xii) National Shellfish Sanitation -

Program.

§ 10.100 Public cale'ndars.
(a) Prospective public calendar of

public proceedings. (1) A public
calendar will be prepared and made'
publicly available each week showing,
to the extent feasible, for the following 4
weeks, the public meetings, conferences,
hearings, advisory committee meetings,
seminars, and other public proceedings
of FDA, and other significant public
events involving FDA, e.g..
congressional hearings.

(2) A copy of this public calendar will
be placed on public display in the
following places: (i) Office of the
Hearing Clerk.

(ii) Office of the Associate
Commissioner for Public Affairs..

.(iii) A central place in each bureau.
(iv) A central place in each field

office.
(v) A central place at the National

Center for Toxicological Research.
(b) Retrospective public calendar of

meetings. (1) A public calendar will be
prepared and made publicly available
each week showing for the previous
week meetings with persons outside the
executive branch and other significant
events involving the representatives of

FDA designated under paragraph (b)(3)
of this section, but telephone
conversations will be included on an
optional basis and meetings with the
working press, except for "house
organs"-(i.e., publications of firms that
manufacture or distribute regulated
products, or industry associations), and

- with on-site contractors will not be
included. Meetings with members of the
judiciary, representatives of Congress,
or staffs of congressional committees
will be included when the meeting
relates to a pending court case,
administrative hearing, or other
regulatory action or decision and
involves more than a brief description of
the matter.

(2) The calendar will include all
meetings, conferences, seminars, social
events sponsored by the regulated
industry, and speeches. The calendar.
will specify the date and the person and
subject matter involved. When more
than one FDA representative is in
attendance, only the presiding or head
representative will report the meeting on
the public calendar. If a large number of
persons is involved, the name of each
need not be specified. Meetings that
would prejudice law enforcement
activities (e.g., a meeting with an
informant) or invade privacy (e.g., a
meeting with a candidate for possible
employment in FDA) will not be
reported.

-(3) The following FDA representatives
and their deputies are subject to the
requirements of paragraphs (b) (1) and
(2) of this section:

(i) Commissioner of Food and Drugs.
(ii) Deputy Commissioner.
(iii) Associate Commissioners.
(iv) Executive and Special Assistants

to the 'Commissioner.
(v) Executive Director for Regional

Operations.
(vi) Director, National Center for

Toxicological Research.
(vii) Bureau Directors.
(viii) Chief Counsel for the Food and

Drug Administration, or any
representative of that office attending on
behalf of the Chief Counsel.

(4) A copy of the public calendar will
be placed on public display in the
following places:

(i) Office of the Hearing Clerk.
(ii) Office of the Associate

Commissioner for Public Affairs.
(iii) A central place in each bureau.
(iv) A central place in each field

office.
(v) A central place at the National

Center for Toxicological Research.

§ 10.105 Representation by an
organization.

(a) An organization may represent its
members by filing petitions, comments,
and objections, and otherwise
participating in an administrative
•proceeding subject to this part.

(b) A petition, comment, objection, or
other representation by an organization
will not abridge the right of a member to
take individual action of a similar type,
in the member's own name.

(c) It is requested that each
organization participating in FDA
administrative proceedings file annually
with the Hearing Clerk a current list of
all of the members of the organization,

(d) The filing by-an organization of an
objection or request for hearing under
§ § 12.20 through 12.22 does not provide
a member a legal right with respect to
thie objection or request for hearing that
the member may individually exercise,
A member of an organization wishing to
file an objection or request for hearing
must do so individually.,(e) In a court proceeding in which an
organization participates, the
Commissioner will take appropriate
legal measures to have the case brought
or considered as a class action or
otherwise as binding upon all members
of the organization except those
specifically excluded by name.
Regardless of whether the case is
brought or considered as a class action
or as otherwise binding upon all
members of the organization except
those specifically excluded by name, the
Commissioner will take the position in
any subsequent suit involving the same
issues and a member of the organization
that the issues are precluded from
further litigation by the member under
the doctrines of collateral estoppel or
res judicata.

§ 10.110 Settlement proposals.

At any time inthe course of a
proceeding subject to this part, a person
may propose settlement of the Issues
involved. A participant in a proceeding
will have an opportunity to consider a
proposed settlement. Unaccepted ' "
proposals of settlement and related
matters, e.g., proposed stipulations not
agreed to, will not be admissible in
evidence in an FDA administrative
proceeding. FDA will oppose the
admission in evidence of settlement
information in a court proceeding or in
another administrative proceeding.
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PART 12-FORMAL EVIDENTIARY
PUBLIC HEARING

Subpart A--General Provisions

Sec.
12.1 Scope.

Subpart B-initiation of Proceedings
12.20 Initiation of a hearing involving the

issuance, amendment, or revocation of a
regulation.

12.21 Initiation of a hearing involving the
issuance, amendment or revocation of
an order.

12.22 Filing objections-and requests for a
hearing on a regulation or order.

12.23 Notice of filing of objections.
12.24 Ruling on objections and requests for

hearing.
12.26 Modification or revocation of

regulationor order.
12.28 Denial of hearing in whole or in part.
12.30 Judicial review after waiver of hearing

on a regulation.
12.32 Request for alternative form of

hearing.
12.35 Notice of hearing; stay of action.
12.37 Effective date of a regulation.
12.38 Effective date of an order.

Subpart C-Appearance and Participation
12.40 Appearance.
12.45 Notice of participation.
12.50 Advice on public participation in

hearings.

Subpart D-Presiding Officer
12.0 Presiding officer.
12.62 Commencement of functions.
12.70 Authority of presiding officer.
12.75 Disqualification of presiding officer.
12.78 Unavailability of presiding officer.

Subpart E-Hearing Procedures
12.80 Filing and service of submissions.
12.82 Petition to participate in forma

pauperis.
12.83 Advisory opinions.
12.85 Disclosure of data and information by

the participants.
12.87 Purpose; oral and written testimony.

burden of proof. -
12.89 Participation of nonparties.
12.90 Conduct at oral hearings or

conferences.
1291 Time and place of prehearing

conference.
12.92 Prehearing conference procedure.
12.93 Summary decision.
12.94 Receipt of evidence.
12.95 Official notice.
12.96 Briefs and argument.
12.97 Interlocutory appeal from ruling of"-

presiding officer.
12.98 Official transcript.
12.99 Motions.

Subpart F-Administrative Record
12.100 Administrative record of a hearing.
12.105 Examination of record.
Subpart G-lniUal and Final Decisions
12.120 Initial decision.
12.125 Appeal from or review of initial

decision.

12.130 Decision by Commissioner on appeal
or review of initial decision.

12.139 Reconsideration and stay of action.

Subpart H-Judcial Review
12.140 Review by the courts.
12.159 Copies of petitions for judicial

review. -

Authority- Sec. 201 et seq.. Pub. L 717.52
Stat. 1040 as amended (21 U.S.C. 321 et seq.);
sec. 1 et seq., Pub. L 410, 58 Stat. 682 as
amended (42 U.S.C. 201 et seq.): sec. 4, Pub. L.
91-513. 84 Stat. 1241 (42 U.S.C. 257a); sec. 301
et seq., Pub. L 91-513, 84"Stat. 1253 (21 U.S.C.
821 et seq.); sec. 409(b), Pub. L 242 81 Stat.
600 (21 U.S.C. 679[b)): sec. 24(b), Pub. L 85-
172, 82 Stat. 807 (21 U.S.C. 467f(b)); sec. 2 et
seq., Pub. L 91--597,84 Stat. 162 (21 U.S.C.
1031 et seq.); secs. 1 through 9, Pub. L. 625,44
Stat. 1101-1103 as amended (21 U.S.C. 141-
149); secs. 1 through 10, Chapter 358, 29 Stat.
604-607 as amended (21 U.S.C. 41-50); sec. 2
et seq., Pub. L 763, 44 Stat. 1406 as amended
(15 U.S.C. 401 et seq.); sec. Iet seq., Pub. L
89-755, 80 Stat. 1296 as amended (15 U.S.C.
1451 et seq.).

Subpart A-General Provisions

§ 12.1 Scope.

The procedures in this part apply
when-

(a) A person has a right to an
opportunity for -a hearing under the laws
specified in § 10.50; or

(b) The Commissioner concludes that
it is in the public interest to hold a
formal evidentiary public hearing on any
matter before FDA.

Subpart B-Initiation of Proceedings

§ 12.20 Initiation of a hearing Involving the
Issuance, amendment, or revocation of a
regulation.

(a) A proceeding under section 409(f),
502(n), 507(f), 512(n)(5), 701(e), or 706(d)
of the act or section 4 or 5 of the Fair
Packaging and Labeling Act may be
initiated-

(1) By the Commissioner on the
Commissioner's own initiative, e.g.. as
provided in § 170.15 for food additives;
or

(2) By a petition-
(i) In the form specified elsewhere in

this chapter, e.g., the form for a color
additive petition in § 71.1 or for an
antibiotic petition in § 431.50; or

(ii) If no form is specified, by a
petition under § 10.30.

(b) If the Commissioner receives a
petition under paragraph (a)(2) of this
section, the Commissioner will-

(1) If it involves any matter subject to
section 701(e) of the act or section 4 or 5
of the Fair Packaging and Labeling Act,
and meets the requirements for filing,
follow the provisions of § 10.40 (b)
through {1;

(2) If it involves a color additive or
food additive, and meets the
requirements for filing in §§ 71.1 and
71.2, or in 171.1,171.6,171.7, and 171.100,
publish a notice of filing of the petition
within 30 days after the petition is filed
instead of a notice of proposed
rulemaking.

(c) The Commissioner may issue,
amend, or revoke an antibiotic
regulation without the requirements of
notice and public procedure in § 10.40(b)
or delayed effective date in § 10.40(c)(4),
on the Commissioner's own initiative or
as a result of a petition containing the
required evidence of safety and
effectiveness in the circumstances
described in § 10.40(e)(1).

(d) The notice promulgating the
regulation will describe how to submit
objections and requests for hearing.

(e) On or before the 30th day after the
date of publication of a final regulation,
or of a notice withdrawing a proposal
initiated by a petition under § 10.25(a), a
person may submit to the Commissioner
written objections and a request for a
hearing. The 30-day period may not be
extended except that additional
information supporting an objection may
be received after 30 days upon a
showing of inadvertent omission and
hardship, and if review of the objection
and request for hearing will not thereby
be impeded. If. after a final color
additive regulation is published, a
petition or proposal relating to the
regulation is referred to an advisory
committee in accordance with section
706(b)(5)(C) of the act, objections-and
requests for a hearing may be submitted
on or before the 30th day after the date
on which the order confirming or
modifying the Commissioner's previous
order is published.

§ 12.21 Initiation of a hearing Involving the
Issuance, amendment, or revocation of an
order.

(a) A proceeding under section 505 (d)
or (e), 512 (d), (e). (in) (3) or (4). of
515(g)(1) of the act, or section 351(a) of
the Public Health Service Act, may be
initiated-

(1) By the Commissioner on the
Commissioner's own initiative;

(2) By a petition in the form specified
elsewhere in this chapter, e.g., § 314.1(c)
for new drug applications, § 514.1 for
new animal drug applications, § 514.2
for applications for animal feeds, or
§ 601.3 for licenses for biologic products;
or

(3) By a petition under § 10.30.
(b) A notice of opportunity for hearing

on a proposal to deny or revoke
approval of all or part of an order will
be published tojether with an

Imm
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explanation of the grounds for the
proposed action. The notice will
describe how to submit requests for
hearing. A person subject to the notice
has 30 days after its issuance to request
a hearing. The 30-day period may not be
extended.

(c) The Commissioner may use an
optional procedure specified in
§ 10.30(h) to consider issuing, amending;
or revoking an order.
§ 12.22 Filing objectionsand requests for
a hearing on a regulation or order

(a) Objections and requests for a
hearing under § 12.20(d) must be
submitted to the Hearing Clerk and will
be accepted for filing if they meet the
following conditions:

(1) They are submitted within the time
specified in § 12.20(e).

(2) Each objection is separately
numbered.

(3) Each objection specifies with
particularity the provision of the
regulation or proposed order objected
to. -

(4) Each objection on which a hearing
is requested specifically so states.
Failure to request a hearing on an
objection constitutes a waiver of the
right toa hearing on that objection.

(5) Each objection for which a hearing
is requested includes a detailed
description and analysis of the factual
information to be presented in support
of the objection. Failure to include a
description and analysis for an
objection constitutes a waiver of the
right to a hearing on that objection. The
description and analysis may be used
only for the purpose of determining /
whether a hearing has been justified
under § 12.24, and do not limit the
evidence that may'be presented if a
hearing is granted.

(i) A copy of any report, article,
survey, or other written document relied
upon must be submitted, except if the
document is-

(a) An FDA document that is routinely
publicly available;

(b) A recognized medical or scientific
textbook that is readily available to the
agency; or

(c) A designated journal listed in
§ 310.9 or § 510.95.

(ii) A summary of the
nondocumentary testimony to be
presented by any witnesses relied upon
must be submitted.

(b) Re'quests for hearing submitted
under § 12.21 will be submitted to the

- hearing clerk and will be accepted for
filing if they meet the following
conditions:

(1) They are submitted on or before
the 30th day after the ilate of publication
of the notice of opportunity for hearing.

(2) Tl1ey comply with § § 314.200,
514.200, or 601.7(a).

(c) If an objection or request for a
public hearing fails to meet-the
requirements of this section and the
deficiency becomes known to the
Hearing Clerk, the Hearing Clerk shall
return it with a copy of the applicable
regulations, indicating those provisions
not complied with. A deficient objection
or request for a hearing may be
supplemented and subsequently filed if
submitted within the 30-day time period
specified in § 12.20(e) or § 12.21(b).

(d) If another person objects to i
regulation issiued in'response to a
petition submitted under § 12.20(a)(2),
the petitioner may submit a written
reply to the Hearing Clerk.

§ 12.23 Notice of filing of objections.

As soon as practicable after the
expiration of the time for filing

- objections to and requests for hearing
on agency action involving the issuance,

-amendment, or revocation of a
regulation under sections 502(n), 701(e),
or 706(d) of the act or sections 4 or 5 of
the Fair Packaging and Labeling Act, the
Commissioner shall publish a notice in
the Federal Register specifying those,
parts of the regulation that have been
stayed by the filing of proper objections
and, if no objections have been filed,'
stating that fact. The notice does not
constitute a determination that a hearing
is justified on any objections or requests
for hearing that have been filed When
to do so will cause no undue delay, the
notice required-by this section may be
combined with the notices described in
§ § 12.28 and 12.35.

§ 12.24 Ruling on objections and requests
for hearing.

(a) As soon as possible the
Commitsioner will review all objections
and requests for hearing filed under
§ 12.22 and determine-

(1) Whether the regulation should be
modified or revoked under § 12.26; -

(2) Whether a hearing has been
justified; and

(3)Whether, if requested, a hearing
before a Public Board of Inquiry under
Part 13 or before a public advisory
committee under Part 14 or before the
Commissioner under Part 15 has been
justified.

(b) A request for a hearing will be
granted if the material submitted shows
the following:

(1) There is a genuine and substantial
issue of fact for resolution at a hearing.

A hearing will not be granted on Issues
of policy or law.

(2) The factual issue can be resolved
by available and specifically identified
reliable evidence. A hearing will not be
granted on the basis of mere allegations
or denials or general descriptions of
positions and contentions.

(3) The data and information
submitted, if established at a hearing,
would be adequate to justify resolution
of the factual issue in the way sought by
the person. A hearing will be denied If
the Commissioner concludes that the
data and information submitted are
insufficient to justify the factual
determination urged, even if accurate.

(4) Resolution of the factual issue in
the way sought by the person is
adequate to justify the action requested,
A hearing will not be granted on factual
issues that are not determinative with
respect to the action requested, e.g., If
the Commissioner concludes that the
action would be the same even if the
factual issue were resolved in the way
sought, or if a request is made that a
final regulation include a provision not
reasonably encompassed by the
proposal. A hearing will be granted
upon proper objection and request when
a food standard or other'regulation is
shown to have the effect of excluding or
otherwise affecting a product or
ingredient.

(5) The action requested is not
inconsistent with any provision in the
act or any regulation in this chapter
particularizing statutory standards. The
proper procedure in those circumstances
is for the person requesting the hearing
to-petition for an amendment or waiver
of the regulation involved.

(6) The requirements in other
applicable regulations, e.g., § § 10.20,
12.21, 12.22, 314.200, 430.20(b), 514.200,
and 601.7(a), and in the notice
promulgating th final regulation or the
notice of opportunity for hearing are
met.

(c) In making the determination in
paragraph (a) of this section, the
Commissioner may use any of the
optional procedures specified in
§ 10.30(h) or in other applicable
regulations, e.g., §§ 314.200, 430.20(b),
514.200, and 601.7(a).

(d) If it is uncertain whether a hearing
has been justified under the principles In
paragraph (b) of this section, and the
Commissioner concludes that summary
decision against the person requesting a
hearing should be considered, the
Commissioner may serve upon the
person by registered mail a proposed
order denying'a hearing. The person has
30 days after receipt of the proposed

°
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order to demonstrate that the
submission justifies a hearing.

§ 12.26 Modification or revocation or
regulation or order.

If the Commissioner determines upon
review of an objection or request for
hearing that the regulation or order
should be modified or revoked, the
Commissioner will promptly take such
action by notice in the Federal Register.
Further objections to or requests for
hearing on the modification or
revocation may be submitted under
§ § 12.20 through 12.22 but no further
issue may be taken with other
provisions in the regulation or order.
Objections and requests for hearing that
are not affected by the modification or
revocation will remain on file and be
acted upon in due course.

§ 12.28 Denial of hearing In whole or In
part.

If the Commissioner determines upon
review of the objections or requests for
hearing that a hearing is not justified, in
whole or in part, a notice of the
determination will be published.

(a) The notice will state whether the
hearing is denied in whole or in part. If
the hearing is denied in part the notice
will be combined with the notice of
hearing required by § 12.35, and will
specify the objections and requests for
hearing that have been granted and
denied.

-(1) Any denial will be explained. A
denial based on an analysis of the
information submitted to justify a
hearing will explain the inadequacy of
the information.

(2) The notice will confirm or modify
or stay the effective date of the
regulation orbrder involved.

(b) The record of the administrative
proceeding relating to denial of a public
hearing in whole or in part on an
objection or request for hearing consists
of the following:.

(1) If the proceeding involves a
regulation-

(i) The documents specified in
§ 10.40(g);

(i) The objections and requests for
hearing filed by the Hearing Clerk;

(iii) If the proceeding involves a color
additive regulation referred to an
advisory committee in accordance with
section 706(b)(5)(C) of the act, the
committee's report and the record of the
committee's proceeding; and

(iv) The notice denying a formal
evidentiary public hearing.

(2) If the proceeding involves an
order-

(i) The notice of opportunity for
hearing;

(ii) The requests for hearing filed by
the Hearing Clerk;

(iii) The transcripts, minutes of
meetings, reports, Federal Register
notices, and'other documents
constituting the record of any of the
optional procedures specified in
§ 12.24(c) used by the Commissioner, but
not the transcript of a closed portion of
a public advisory committee meeting;
and

(iv) The notice denying the heafing.
(c) The record specified in paragraph

(b) of this section is the exclusive record
for the Commissioner's decision on the
complete or partial denial of a hearing.
The record of the proceeding will be
closed as of the date of the
Commissioner's decision unless another
date is specified. A person who
requested and was denied a hearing
may submit a petition for
reconsideration under § 10.33 or a
petition for stay of action under § 10.35.
A person who wishes to rely upon
information or views not included in the
administrative record shall submit them
to the Commissioner with a petition
under § 10.25(a) to modify the final
regulation or order.

(d) Denial of a request for a hearing in
whole or in part is final agency action
reviewable in the courts, under the
statutory provisions governing the
.matter involved, as of the date of
publication of the denial in the Federal
Register.

(1) Before requesting a court for a stay
of action pending review, a person shall
first submit a petition for a stay of
action under § 10.35.

(2) Under 28 U.S.C. 2112(a), FDA will
request consolidation of all petitions on
a particular matter.

(3) The time for filing a petition for
judicial review of a denial of a hearing
on an objection or issue begins on the
date the denial is published in the
Federal Register, (i) When an objection
or issues relates to a regulation, if a
hearing is denied on all objections and
issues concerning a part of the proposal
the effectiveness of which has not been
deferred pending a hearing on other
parts of the proposal; or (ii) when an
issue relates to an order, if a hearing is
denied on all issues relating to a

'particular new drug application, new
animal drug application, device
premarket approval application or
product development protocol, or
biologics license. The failure to file a
petition for judicial review within the
period established in the statutory
provision governing the matter involved
constitutes a waiver of the right to
judicial review of the objection or issue,

regardless whether a hearing has been
granted on other objections and issues.

§ 12.30 Judicial review after waiver of
hearing on a regulation.

(a] A person with a right to submit
objections and a request for hearing
under § 12.20(d) may submit objections
and waive the right to a hearing. The
waiver may be either an explicit
statement, or a failure to request a
hearing, as provided in 12.22(a)(4).

(b] If a person waives the right to a
hearing, the Commissioner will rule
upon the person's objections under
§ § 12.24 through 12.28. As a matter of
discretion, the Commissioner may also
order a hearing on the matter under any
of the provisions of this part.-

(c) If the Commissioner rules
adversely on a person's objection, the
person may petition for judicial review
in a U.S. Court of Appeals under the act.

(1) The record for judicial review is
the record designated in § 12.28(b)(1].

(2) The time for filing a petition for
judicial review begins as of the date of
publication of the Commissioner's ruling
on the objections.

§ 1232 Request for alternative form of
hearing.

(a) A person with a right to request a
hearing may waive that right and
request one of the following
alternatives:

(1) A hearing before a Public Board of
Inquiry under Part 13.

(2) A hearing before a public advisory
committee under Part 14.

(3) A hearing before the Commissioner
under Part 15.

(b) The request-
(1) May be on the person's own

initiative or at the suggestion of the
Commissioner.

(2) Must be submitted in the form of a
citizen petition under § 10.30 before
publication of a notice of hearing under
§ 12.35 or a denial of hearing under
§ 12.28; and

(3) Must be-
(i) In lieu of a request for a hearing

under this part; or
(ii) If submitted after or with a request

for hearing, in the form of a waiver of
the right to request a hearing
conditioned on an alternative form of
hearing. Upon acceptance by the
Commissioner, the waiver becomes
binding and may be withdrawn only by
waiving any right to any form of hearing
unless the Commissioner determines
otherwise.

(c) When more than one person
requests and justifies a hearing under
this part. an alternative form of hearing
may by used only if all the persons
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concur and waive their right to request a
hearing under this part.

(d) The Commissioner willdetermine
whether an alternative form of hearing
should be used, and if so, which
alternative is acceptable, after
cdnsidering the requests submitted and
the appropriateness of the alternatives
for the issues raised in the objections.
The Commissioner's acceptance is
binding unless, for good cause, the
Commissioner determines otherwise.

(e) The Commissioner will publish a
notice of an alternative form of hearing
setting forth the following information:

(1) The regulation or order that is the
subject of the hearing.

(2) A statement specifying any part of
the regulation or order that has-been
stayed by operation of law or in the
Commissioner's discretion.

(3) The time, date, and place of the
hearing, or a statment that such
information will be contained in a later
notice.

(4) The parties to the hearing.
(5) The issues at the hearing. The

statement of issues determines the
scope of the hearing.

(6) If the hearing will be conducted by
a Public Board of Inquiry, the time
within which-

(i) The parties should submit
nominees for the Board under § 13.10(b);

(ii) A notice of participation under
§ 12.45 should be filed; and

(iii) Parlicipants should submit written
information under § 13.25. The notice
will list the contents of the portions of
the administrative record relevant to the
issues at the hearing before the Board.
The portions listed will be placed on
public display in the office of the
Hearing Clerk before the notice is
published. Additional copies of material
already sdbmitted under § 13.25 need
not be included with any later
submissions.'

(f)(1) The decision of a hearing before
a Public Board of Inquiry or a public"
advisory committee under this section
has legal status of and will be handled
as an initial decision under § 12.120.

(2) The decision of a public hearing
before the Commissioner under this
section..will be issued as a final order.
The final order will have the same
content as an initial decision, as
specified in § 12.120 (b) and (c).

(3) Thereafter, the participants in the
proceeding may pursue the
administrative and court remedies
specified in § § 12.120 through 12.159..

d(g) If a hearing before a public
dvisory committee or a hearing before
the Commissioner is used as an
alternative form of hearing, all
submissions will be made to the Hearing

Clerk, and § 10.200) governs their
availability for public examination and
copying.

(h) This section does not affect the
right to an opportunity for a hearing
before a public advisory committee
under section 515(g)(2) of the act
regarding device premarket approval
applications and-product development
protocols. Advisory committee hearing
procedures are found in part 14.

§ 12.35 Notice of hearing; stay of action.
(a) If the Commissioner determines

upon review of the objections and
requests for hearing that a hearing is
justified on any issue, the Commissioner
will publish a notice setting forth the
following:'

(1) The regulation or order that is the
subject of the hearing.

(2) A statement specifying any part -of
the regulation or order that has been
stayed by operation of law or in the
Commissioners discretion.

(3) The parties to the hearing.
(4) The issues of fact on which a

hearing has been justified.
(5) A statement of any objections or

requests for hearing for which ahearing
has not been justified, which are subject
to § 12.28.

(6) The presiding officer, or a
statement that thepresiding officer will
bq designated in a later notice.

(7) The time within which notices of
participation should be filed under
§ 12.45.

(8) The date, time, and place of the
prehearing conference, or a statement
that the date, time, and blace will be
announced in a later notice. The pre-
hearing conference may not commence
until after the time expires for filing the
notice of participation required by
§ 12.45(a).

(9) The time within which participants
should submit written information and
views under § 12.85. the notice will list
the contents of the'portions of the

* administrative record relevant to the
issues at the hearing. The portions listed
will be placed on public display in the
office of the Hearing Clerk before thL
notice is published. Additional copies of"
material already submnitted under
§ 12.85 need not be included with any
later submissions.

(b) The statement of the issues
determines the scope of the hearing and
the matters on which evidence may be
introduced. The issues may be revised
by the presidifg officer. A participant
may obtain interlocutory review by the
Commissioner of a decision by the
presiding officer to revise the issues to
include an issue on which the
Commissioner has not granted a hearing

or to eliminate an issue on which a
hearing has been granted.

(c) A hearing is deemed to begin on
the date of publication of the notice of
hearing.

§ 12.37 Effective date of a regulation.
(a) If no objections are filed and no

hearing is requested on a regulation
under § 12.20(e), the regulation is
effective on the date specified in the
regulation as promulgated.

(b) The Commissioner shall publish a
confirmation' of the effective date of the'
regulation. The Federal Register
document confirming the effective date
of the regulation may extend the time for
compliance With the regulation.

§ 12.38 Effective date of an order.
(a) If a person who is subject to a

notice of opportunity for hearing under
§ 12.21(b) does not request a hearing, the
Commissioner will-

(1) Publish a final order denying or
withdrawing approval of an NDA,
NADA, device premarket approval
application, or biologics license, in
whole or in part, or revoking a device
product development protocol or notice
of completion, or declaring that such a
protocol has not been completed, and
stating thi effective date of the order,
and

(2) If the order involves withdrawal of
approval of an NADA, forthwith revoke,
in whole or in part, the applicable
regulation, under section 512(i) of the
act.

(b) If a person who is subject to a
notice of opportunity for hearing under
§ 12.21(b) requests a hearing and others
do not, the Commissioner may issue a
final order covering all the drug or
device products at once or may issue
more than one final order.covering
different drug or device products at
different times.
Subpart C-Appearance and

Participation

§ 12.40 Appearance.
(a) A person who has filed a notice of

participation under § 12.45 may appear
in person or by counsel or other
representative in any hearing and,

,subject to § 12.89, may be heard
concerning all relevant issues.

(b) The presiding officer may strike a
person's appearance for violation of the
rules of conduct in § 12.90.

§ 12.45 Notice of participation.
(a) Within 30 days after publication of

the notice of hearing under § 12.35, a
person desiring to participate in a
hearing is to file with the Hearing Clerk
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under § 10.20 a notice of participation in
the following form:

(Date)
Hearing Clerk. Food and Drug

Administration. Department of Health,
Education, and Welfare, Room 4-65, 5600
Fishers Lane, Rockville, Md. 20857.

Notice of Participation

Docket No.-I
Under 21 CFR Part 12, please enter the

participation ofi
(Name)
(Street address)
(City and State)
(Telephone number)

Service on the above will be accepted by:
(Name)
(Street address)
(City and State)
(Telephone number)

The following statements are made as part
of this notice of participation:

A. Specific interests. (A statement of the
specific interest of the person in the
proceeding, including the specific issues of
fact concerning which the person desires to
be heard. This part need not be completed by
a party to the proceeding.)

B. Commitment to participate. (A statement
that the person will present documentary
evidence or testimony at the hearing and will
comply with the requirements of 21 CFR
12.85, or. in the case of a hearing before a
Public Board of Inquiry, with the
requirements of 21 CFR 13.25.)

(Signed)

(b) An amendment to a notice of
participation should be filed with the
hearing clerk and served on all
participants.

(c) No person may participate in a
hearing who has not filed a written
notice of participation or whose
participation has been stricken under
paragraph (e) of this section.

(d) The presiding officer may permit.
the late filing of a notice of participation
upon a showing of good cause.

(e) The presiding officer may strike
-the participation of a person for
nonparticipation in the hearing or failure
to comply with any requirement of this
subpart, e.g., disclosure of information
as required by § 12.85 or the prehearing
order issued under § 12.92. Any person
whose participation is stricken may
petition the Commissioner for
interlocutory review.

§ 12.50 Advice on public participation In
hearings.

(a) Designated agency contacL All
inquiries from the public about
scheduling, location, and general
procedures should be addressed to the
Associate Commissioner for Regulatory
Affairs (HFC-10), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, Md. 20857, or telephone 301-

443-3480. The staff of the Associate
Commissioner for Regulatory affairs will
attempt to respond promptly to all
inquiries from members of the public, as
well as to simple requests for
information from participants in
hearings. -.

(b) Hearing schedule changes,
Requests by hearing participants for
changes in the schedule of a hearing or
for filing documents, briefs, or other
pleadings should be made in writing
directly to the Administrative Law Judge
(HF-3), Food and Drug Administration,
5600 Fishers Lane,.Rockville, Md. 20857.

(c) Legal advice to individuals. FDA
does not have the resources to provide
legal advice to members of the public
concerning participation in hearings.
Furthermore, to do so would
compromise the independence of the
Commissioner's office and invite
charges of improper interference in the
hearing process. Accordingly, the
Associate Commissioner for Regulatory
Affairs will not answer questions about
the strengths or weakesses of a party's
position at a hearing, litigation strategy,
or similar matters.

(d) Role of the office of the Chief
Counsel. Under no circumstances will
the office of the Chief Counsel of FDA
directly provide advice about a hearing
to any person who is participating or
may participate in the hearing. In every
hearing, certain attorneys in the office
are designated to represent the bureau
or bureaus whose action is the subject
of the hearing. Other members of the
office, including ordinarily the Chief
Counsel, are designated to advise the
Commissioner on a final decision in the
matter. It is not compatible with these
functions, nor would it be professionally
responsible, for the attorneys in the
office of the Chief Counsel also to
advise other participants in a hearing, or
for any attorney who may be called on
to advise the Commissioner to respond
to inquiries from other participants in
the hearing, for such participants may
be urging views contrary to those of the
bureau involved or to what may
ultimately be the final conclusions of the
Commissioner. Accordingly, members of
the office of the Chief Counsel, other
than the attorneys responsible for
representing the bureau.whose action is
the subject of the hearing, will not
answer questions about the hearing
from any participant or potential
participant.

(e) Communication between
participants and attorneys. Participants
in a hearing may communicate with the
attorneys responsible for representing
the bureau whose action is the subject
of the hearing, in the same way that they

may communicate with counsel for any
other party in interest about the
presentation of matters at the hearing. It.
would be inappropriate to bar
discussion of such matters as
stipulations of fact. joint presentation of
witnesses, or possible settlement of
hearing issues. Members of the public,
including participants at hearings, are
advised, however, that all such
communications, including those by
telephone, will be recorded in
memoranda that can be filed with the
Hearing Clerk.

Subpart D-Presiding Officer

§ 12.60 Presiding officer.

The presiding officer in a hearing will
be the Commissioner, a member of the
Commissioner's office to whom the
responsibility for the matter involved
has been delegated, or an administrative
law judge qualified under 5 U.S.C. 3105.

§ 12.62 Commencement of functions.
The functions of the presiding officer

begin upon designation and end upon
the filing of the initial decision.

§ 12.70 Authority of presiding officer.
The presiding officer has all powers

necessary to conduct a fair, expeditious,
and orderly hearing, including the power
to-

(a) Specify and change the date, time,
and place of oral hearings and
conferences;

(b) Establish the procedures for use in
developing evidentiary facts, including
the procedures in § 12.92(b) and to rule
on the need for oral testimony and
cross-examination under § 12.87(b);

(c) Prepare statements of the areas of
factual disagreement among the
participants;

(d) Hold conferences to settle,
simplify, or determine the issues in a
hearing or to consider other matters that
may expedite the hearing,

(e) Administer oaths and affirmations;
(fo Control the course of the hearing

and the conduct of the participants;
(8) Examine witnesses and strike their

testimony if they fail to respond fully to
proper questions;

(h) Rule on, admit, exclude, or limit
evidence;

(i) Set the time for filing pleadings;
0) Rule on motions and other

procedural matters;
(k) Rule on motions for summary

decision under § 12.93;
(I) Conduct the hearing in stages if the

number of parties is large or the issues
are numerous and complex;

(in] Waive, suspend, or modify any
rule in this subpart under § 10.19 if the
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presiding officer determines that no
party will'be prejudiced, the ends of
justice will be served, and the action is
In accordance with law;

(n) Strike the participation of any
person under § 12.45(e) or exclude any
person from the hearing under § 12.90, or
take other reasonable disciplinary
action; and

(o) Take any action for the faii,
expeditious, and orderly conduct of the
hearing.

§ 12.75 Disqualification of presiding
officer.

(a) A participant may request the
presiding officer to disqualify himself/
herself and withdraw from the
proceeding. The ruling on any-such
request may be appealed in accordance
with § 12.97(b).

(b) A presiding officer who is aware of
grounds for disqualification shall
withdraw from the proceeding.

§ 12.78 Unavailability of presiding officer.
(a) If the presiding officer is unable to

act for any reason, the Commissioner
will assign the powers and duties to
another presiding officer. The
substitution will not affect the hearing,
except as the new presiding officer may
order.

(b) Any motion based on the
substitution must be made within 10
days.

Subpart E-Hearing Procedures

§'12.80 Filing and service of submissions.
(a) Submissions, including pleadings

in a hearing, are to be filed with the
Hearing Clerk under § 10.20 except that
only two copies need be filed. To
determine compliance with filing
deadlines in a hearing, a submission is
considered submitted on the date it is
actually received by the Hearing Clerk.
When this part allows a response to a
submission and prescribes a period of
time for the filing of the response, an
additional 3 days are allowed for the
filing of the response if the submission is
served by mail.

(b) The person making a submission
shall serve copies of it on the other
participants. Submissions of
documentary data and information are
not required'to be served on each
participant, but any accompanying
transmittal letter, pleading, summary,
statement of position, certification under
paragraph (d) of this section, or similar
document must be served on'each
participant.

Cc) Service is accomplished by mailing
a submission to the address shown in
the notice of participation or by-
personal delivery.

(d) All submissions are to be
accompanied by a certificate of service,
or a statement that service is not
required.

(e) No written submission or other-
portion of the administrative record may
be held in confidence, except as
provided in § 12.105.

§ 12.82 Petition to participate in forma
pauperis.

(a) A participant whobelieves that
compliance with the filing and service
requirements of this section constitutes
an unreasonable fihahcial burden may
submit to the Commissioner a petition to
participate in forma pauperis.

(b) The petition will be in the form
specified in § 10.30 except that the
heading will be "Request to Participate
in Forma Pauperis, Docket No. - ."
Filing and service requirements for the
petition are described in paragraph (c]
of this section, whether or not the
petition is granted. The petition must
demonstrate that either (1) the person is
indigent and a strong public interest
justifies participation, or (2) the person's
participation is in the public interest
bebause it can be considered of primary
benefit to the general public.

(c) The Commissioner may grant or
deny the petition. If the petition is
granted, the participarit need file only
one copy of each submission with the
Hearing Clerk. The Hearing Clerk will
make sufficient additional copies for the
administrative record, and serve a copy
on each other participant.

§ 12.83 Advisory opinions.
Before or during a hearin, a person

may, under § 10.85, request the
Commissioner for an advisory opinion
on whether any regulation or order

.under consideration in the proceeding
applies to a specific situation.

§ 12.85 Disclosure of data and Information
by the participants.

. (a) Before the notice of hearing is
published under § 12.35, the director of
the bureau responsible for the matters
involved in the hearing shall submit the
following to the Hearing Clerk:

(1) The relevant portions of the
administrative record of the proceeding.
Portions of the asdminisfrative record not
relevant to the issues in the hearing are
not part of the administrative record.

(2) All documents in the director's
files containing factual information,
whether favorable or unfavorable to the
director's position, which relate to the
issues involved in thehearing. "Files"
means the principal files in the bureau
inwhich documents relating to thl
issues in the hearing are ordinarily' kept,

e.g., the food additive master file and the
food additive petition in the case of
issues concerning a food hdditjve, or the
new drug application in the case of
issues concerning a new drug. Internil
memoranda reflecting the deliberative
process, ard attorney work product and
material prepared specifically for use in
connection with the hearing, are not
required to be submitted.

(3) All other documentary data and
information relied upon.

(4] A narrative position statement on
the factual issues in the notice of
hearing and the type of supporting
evidence the director intends to
introduce.

(5) A signed statement that, to the
director's best knowledge and belief, the
submission complies with this section,

(b) Within 60 days of the publication
of the notice of hearing or, if no
participant will be prejudiced, within
another period of time set by the
presiding officer, each participant shall
submit to the hearing clerk all data and
information specified in paragraph (a)(2)
through (5) of this section, and any
objections that the administrative record
filed under paragraph (a)(1) of this
section is incomplete. With respect to
the data and information specified in
paragraph (a)(2) of this section,
participants shall exercise reasonable
diligence in identifying documents In
files comparable to those described in
that paragraph.

(c) Submissions required by
paragraphs (a) and (b) of this section
may be supplemented later in the
proceeding, with the approval of the
presiding officer, upon a showing that
the material contained in the
supplement was not reasonably known
or available when the submission was
made or that the relevance of the
material contained in the supplement
could not reasonably have been forseen,

(d) A participant's failure to comply •
substantially and in good faith with this
section constitutes a waiver of the right
to participate further in the hearing:
failure of a party to pompl ' constitutes a
waiver of the right to a hearing,

(e) Participants may reference each
other's submissions. To reduce
duplicative submissions, participants
are encouraged to exchange and
consolidate lists of documentary
evidence. If a particular document is
bulky or in limited supply and cannot
reasonably be reproduced, and it
constitutes relevant evidence, the
presiding officer may authorize
submission of a reduced number of
copies.

(f) The presiding officer will rule on
questions relating to this section.
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§ 12.87 Purpose;, oral and written
testimony; burden of proof.

(a) The objective of a formal
evidentiary hearing is the fair
determination of relevant facts
consistent with the right of all interested
persons to participate and the public
interest in promptly settling -
controversial matters affecting the
public health and welfare.

(b) Accordingly, the evidence at a
hearing is to be developed to the
maximum extent through written
submissions, including written direct
testimony, which may be in narrative or
in question-and-answer form.

(1) In a hearing, the issues may have
general applicability and depend on
general facts that do not concern
particular action of a specific party, e.g.,
the safety or effectiveness of a class of
drug products, the safety of a food or
color additive, or a definition and
standard of identity for a food; or the
issues may have specific applicability to
past action and depend upon particular
facts concerning only that party, e.g., the
applicability of a grandfather clause to a
particular brand of a drug or the failure
of a particular manufacturer to meet
required manufacturing and processing
specifications or other general
standards.

(i) If the proceeding involves general
issues, direct testimony will be

submitted in writing, except on a
showing that written direct testimony is
insufficient for a full and true disclosure
of relevant facts and that the participant
will be prejudiced if unable to present
oral direct testimony. If the proceeding
involves particular issues, each party
may determine whether, and the extent
to which, each wishes to present direct
testimony orally or in writing.

(ii) Oral cross-examination of
witnesses will be permitted if it appears
that alternative means of developing the
evidence are insufficient for a full and
true disclosure of the facts and that the
party requesting oral cross-examination
will be prejudiced by denial of the
request or that oral cross-examination is
the most effective and efficient means to
clarify the matters at issue.

(2) Witnesses shall give testimony
under oath.

(c) Except as provided in paragraph
(d) of this section, in a hearing involving
issuing, amending, or revoking a
regulation or order, the originator of the
proposal or petition or of any significant
modification will be, within the meaning
of 5 U.S.C. 556(d), the proponent of the
regulation or order, and will have the
burden of proof. A participant who
proposes to substitute a new provision
foi a provision objected to has the

burden of proof in relation to the new
provision.

(d) At a hearing involving issuing,
amending, or revoking a regulation or
order relating to the safety or
effectiveness of a drug, antibiotic,
device, food additive, or color additive,
the participant who is contending that
the product is safe or effective or both
and who is requesting approval or
contesting withdrawal of approval has
the burden of proof in establishing
safety or effectiveness or both and thus
the right to approval. The burden of
proof remains on that participant in an
amendment or revocation proceeding.

§ 12.89 Participation of nonpartles.

(a) A nonparty participant may-
(1) Attend all conferences (including

the prehearing conference], oral
proceedings, and arguments; *

(2) Submit written testimony and
documentary evidence for inclusion in
the record;

(3) File written objections, briefs, and
other pleadings and

(4) Present oral argument.
(b) A nonparty partfcipant may not-
(1) Submit written interrogatories: and
(2) Conduct cross-examination.
(c) A person whose petition is the

subject of the hearing has the same right
as a party.

(d) A nonparty participant will be
permitted additional rights if the
presiding officer concludes that the
participant's interests would be
adequately protected otherwise or that
broader participation is required for a
full and true disclosure of the facts, but
the rights of a nonparty participant may
not exceed the rights of a party.
§ 12.90 Conduct at oral hearings or
conferences.

All participants in a hearing will
conduct themselves with dignity and
observe judicial standards of practice
and ethics. They may not indulge in
personal attacks, unseemly wrangling,
or intemperate accusations or
characterizations. Representatives of
parties shall, to the extent possible,
restrain clients from improprieties in
connection with any proceeding.
Disrespectful, disorderly, or
contumacious language or conduct,
refusal to comply with directions, use of
dilator, tactics, or refusal to adhere to
reasonable standards of orderly and
ethical conduct during any hearing,
constitute grounds for immediate
exclusion from the proceeding by the
presiding officer.

§ 12.91 Time and place of prehearing
conference.

A preheating conference will
commence at the date, time. and place
announced in the notice of hearing, or in
a later notice, or as specified by the
presiding officer in a notice modifying a
prior notice. At that conference the
presiding officer will establish the
methods and procedures to be used in
developing the evidence, determine
reasonable time periods for the conduct
of the hearing, and aesignate the times
and places for the production of
witnesses for direct and cross-
examination if leave to conduct oral
examination is granted on any issue, as
far as practicable at that time.

§ 12.92 Prehearng conference procedure.
(a] Participants in a hearing are to

appear at the prehearing conference
prepared to discuss and resolve all
matters specified in paragraph (b] of this
section.

(1) To expedite the hearing,
participants are encouraged to prepare
in advance for the prehearing
conference. Participants should
cooperate with each other, and request
information and begin preparation of
testimony at the earliest possible time.
Failure of a participant to appear at the
prehearing conference or to raise
matters that could reasonably be
anticipated and resolved at that time
will not delay the progress of the
hearing. and constitutes a waiver of the
rights of the participant regarding such
matters as objections to the agreements
reached, actions taken, or rulings issued
by the presiding-officer and may be
grounds for striking the participation
under § 1245.

(2) Participants shall bring to the
prehearing conference the following
specific information, whichwill be filed
with the Hearing Clerk under § 12.8&b

(i) Any additional information to
supplement the submission filed under
§ 12.85, which may be filed if approved
under § 12.85(c)

(ii) A list of all witnesses whose
testimony will be offered, orally or in
writing, at the hearing, with a full
curriculum vitae for each. Additional
witnesses may later be identified, with
the approval of the presiding officer, on
a showing that the witness was not
reasonably available at the time of the
prehearing conference or the relevance
of the witness' views could not
reasonably have been foreseen at that
time.

(iii) All prior written statements
including articles and any written
statement signed or adopted, or a
recording or transcription of an oral

22345



99346 'Federal R ster / Vol. 4. No. 73 / Friday. April 13, 1979 / Rules and Regulations

statement made, by persons identified
as witnesses if-

(a) The statement is available without
making request of the witness or any
other person;

(b) The statement relates to the
subject matter of the witness' testimony;
and

(c) The statement either vas made
before the time the person agreed to
become a witness or has been made
publicly available by the person.

(b) The presiding officer will-conduct
a prehearing conference for the
following purposes:

(1) To determine the areas of factual
disagreement to be considered at the
hearing. The presiding -officer may hold
conferences off the record in an effort to
reach agreement on disputed factual
questions.

(2) To identify the most appropriate
techniques for developing evidence on
issues in controversy and the manner
and sequence in which they will be
used, including, where oral examination
is to be conducted, the sequence in
which witnesses will be produced for, -
and the time and place of, oral
examination. The presiding officer may
consider-

(i) Submission of narrative statements
of position on factual issues in
controversy;

(ii) Submission of evidence or
identification of previously submitted
evidence to support such statements,
such as affidavits, verified statements of
fact, data, studies, alnd reports;

(iii) Exchange of written
interrogatories directed to particular'
witnesses;

(iv) Written requests for the
production of additional documentation,
data, or other relevant information;

(v) Submission of written tuestions to
be asked by the presiding officer of a
specific witness; and -

(vi) Identification of facts for which
oral examination and/or cross-
examination is appropriate.

(3) To group participants with
substantially like interests for
presenting evidence, making motions
and objections, including motions for
summary decision, filing briefs, and
presenting oral argument.

(4) To hear and rule on objections to
admitting into evidence information
submitted under § 12.85.

(5) To pbtain stipulations and
admissions of facts.

(6) To take other atction that may
expedite the hearing.-

(c) The presiding officer shall Issue,
orally or. in writing, a-prehearing order
reciting the actions,taken at the-
prehearing conference and settingforth

the schedule for the hearing. The order
will control the subsequent course of the
hearing unless modified by the presiding
officer for good cause.

§ 12.93 Summary decisions.
(a) After the hearing commences, a

participant may move, with or without
supporting affidavits, for a summary
decision on any issue in the hearing.
Any other participant may, within 10
days after service Of the motion, which
time may be extended for an additional
10 days for good cause, serve opposing
affidavits or countermove for summary
decision. The presiding officer may set
the matter for argument and call for the
submission of briefs.

(b) The presiding officer will grant the
motion'if the objections, requests for
hearing, other pleadings, affidavits, and
other material filed in connection with
the hearing, or matters officially noticed,
show that there'is no genuin.e issue as to
any material fact and that a participant
is entitled to summary decision.

(c) Affidavits should set forth facts
that would be admissible in evidence
and show affirmatively that the affiant
is competent to testify to the matters
stated. When a properly supported -
motion for summary decision is made, a
participant opposing the motion may not
rest upon mere allegations or denials or
general descriptions of positions and
contentions; affidavits or other
responses must set forth specific facts
showing that there is a genuine issue of
fact for the hearing.

(d) Should it appear from the
affidavits of a participant opposing the
motion that for sound reasons stated,
facts essential to justify the opposition
cannot be presented by affidavit, the
presiding officer may deny the motion
for summary decision, order a

- continuance to permit affidavits or
additional evidence'to be obtained, or
issue other just order.

(e) If on motion under this section a
summary decision is not rendered upon
the whole case or for all the relief asked.
and evidentiary facts need to be
developed, the presiding officer will
issue an order specifying the facts that
appear without substantial controversy
/and directing further evidentiary
proceedings. The facts so specified will
be deemed established.

(f) A participant may obtain
interlo'utory review by the
Commissioner of a summary decision of
the presiding officer.

§ 12.94 Receipt of evidence.
(a) A hearing consists of the

development of evidence and the
resolution of factual issues as set forth

in this subpart and in the preheating
order.

(b) All orders, transcripts, written
statements of position, written direct
testimony, written interrogatories and
responseb, and any other written
material submitted in the proceeding Is
a part of the administrative record of the
hearing, and will be promptly placed on
public display in the office of the
Hearing Clerk, except as provided In
§ 12.105. ,

(c) Written evidence, identified as
such, is admissible unless a participant
objects and the presiding officer ,
excludes it on objection of a participant
or on the presiding officer's own
initiative.

(1) The presiding officer may exclude
witten evidence as inadmissible only
if-

(i) The evidence is irrelevant,
immaterial, unreliable, or repetitlve

(it) Exclusion of part or all of the
written evidence of a participant is
necessary to enforce the requirements of
this subpart; or

(iii) The evidence was not submitted
as required by § 12.85.

(2) Items of written evidence are to be
submitted as separate documents,
sequentially numbered, except that a
voluminous document may be submitted
in the form of a cross-reference to the
documents filed under § 12.85.

(3) Written evidence excluded by the
presiding officer as inadmissible
remains a part of the administrative
record, as an offer of proof, for judicial
review.

(d) Testimony, whether on direct or.on
-cross-examination, is admissible as
evidence unless a participant objects
and the presiding officer excludes it.

(1) The presiding officer may exclude
bral evidence as inadmissible only If-

(i) The evidence is irrelevant,
immaterial, unreliable, or repetitive; or

(ii) Exclusion of part or all of the
evidence is necessary to enforce, the
requirements of this part.

(2) If oral evidence is excluded as
inadmissible, the participant may take
written exception to the ruling in a brief
to the Commissioner, without taking oral
exception at the hearing. Upon review,
the Commissioner may reopen the
hearing to permit the evidence to be
admitted if the Commissioner
determines that its exclusion was
erroneous and prejudicial.

(e) The presiding officer may schedule
conferences as needed to monitor the
program of the hearing, narrow and
simplify the issues, and consider and
rule on motions, requests, and other
matters concerning the development of
the evidence.
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(f) The presiding officer will conduct
such proceedings as are necessary for
the taking of oral testimony, for the oral
examination of witnesses by the
presiding officer on the basis of written
questions previously submitted by the
parties, and for the conduct of cross-
examination of witnesses by the parties
The presiding officer shall exclude
irrelevant or repetitious written
questions and limit oral cross-
examination to prevent irrelevant or
repetitious -examination.

(g) The presiding officer shall order
the proceedings closed for the taking of
oral testimony relating to matters
specified in § 10.20j)(2)(i) (a) and (b).,
Such closed proceedings will be
conducted in accordande with
§ 10.20(j)(3). Participation in closed
proceedings will be limited to the
witness, the witness' counsel, and
Federal Government executive branch
employees and special government
employees. Closed proceedings will be
permitted only for, and will be limited
to, oral testimony directly relating to
matters specified in § 10.200j)(3).

§ 12.95 Official notice.

(a) Official notice may be taken of
such matters as might be judicially
noticed by the courts of the United
States or of any other matter peculiarly
within the general knowledge of FDA a,
an expert agency.

(b) If official notice is taken of a

material fact not appearing in the
evidence of record, a participant, on
timely request, will be afforded an
opportunity to show the contrary.

§ 12.96 Briefs and arguments.

(a) Promptly after the taking of
evidence is completed, the presiding
officer will announce a schedule for the
filing of briefs. Briefs are to be filed
ordinarily within 45 days of the close of
the hearing. Briefs must include a
statement of position on each issue, wit
specific and complete citations to the
evidence and points of law relied on.
Briefs must contain proposed findings o
fact and conclusions of law.

(b) The presiding officer may, as a
matter of discretion, permit oral
argument after the briefs are filed.

(c) Briefs and oral argument are to
refrain from disclosing specific details c
written and oral testimony and
documents relating to matters.specified
in § 10.20j(2)(i) (a) and (b), except as
specifically authorized in a protective
order issued under § 10.200)(3).

§ 12.97 Interlocutory appeal from ruling of
presiding officer.

(a) Except as provided in paragraph
(b) of this section and in §§ 12.35(b),
12.45(e), 12.93(f), and 12.99(d), when an
interlocutory appeal is specifically
authorized by this subpart, rulings of the
presiding officer may not be appealed to
the Commissioner before the
Commissioner's consideration of the
entire record of the hearing.

(b) A ruling of the presiding officer is
subject to interlocutory appeal to the
Commissioner if the presiding officer
certifies on the record or in writing that
immediate review is necessary to
prevent exceptional delay, e.pense, or
prejudice to any participant, or
substantial harm to the public interest.

(c] When an interlocutory appeal is
made to the Commissioner, a participant
may file a brief with the Commissioner
only if specifically authorized by the -
presiding officer or the Commissioner,
and if such authorization is granted.
within the period the Commissioner
directs. If a participant is authorized to
file a brief, any other participant may
file a brief in opposition, within the
period the Commissioner directs. If ho
briefs are authorized, the appeal will be
presented as an oral argument to the
Commissioner. The oral argument will
be transcribed. If briefs are authorized.
oral argument will be heard only at the
discretion of the Commissioner.

§ 12.98 Official transcript.

(a) The presiding officer will arrange
for a verbatim stenographic transcript of
oral testimony and for necessary copies
of the transcript

(b) Orie copy of the transcript will be
placed on public display in the office of
the Hearing Clerk upon receipt.

(c) Except as provided in § 12.105,
copies of the transcript maybe obtained
by application to the official reporter
and payment of costs thereof or under
Part 20.

h (d) Witnesses, participants, and
counsel have 30 days from the time the
transciipt becomes available to propose

f corrections in the transcript of oral
testimony. Corrections are permitted
only for transcription errors. The
presiding officer shall promptly order
justified corrections.

§ 12.99 Motions.
if (a) A motion on any matter relating to

the proceeding is to be filed under
§ 12.80, and must include a draft order,
except one made in the course of an oral
hearing before the presiding officer.

(b) A response may be filed within 10
days of service of a motion. The time

may be shortened or extended by the
presiding officer for good cause shown.

(c) The moving party has no right to
reply, except as permitted by the
presiding officer.

(d) The presiding officer shall rule
upon the motion and may certify that
ruling to the Commissioner for
interlocutory review.

Subpart F-AdmlnIsrative Record

§ 12.100 Administrative record of a
hearing.

(a) The record of a hearing consists
of-

(1) The order or regulation or notice of
opportunity for hearing that gave rise to
the hearing;

(2) All objections and requests for
hearing filed by the Hearing Clerk under
§§ 12.20 through 1.2=

(3) The notice of hearing published
under § 12.35;

(4) All notices of participation filed
under § 12.45;

(5) All Federal Register notices
pertinent to the proceeding;

(6) All submissions filed under § 12.82,
e.g., the submissions required by § 12.85,
all other documentary evidence-and
written testimony, pleadings, statements
of position, briefs, and other similar
documents;

(7) The transcript, written order, and
all other documents relating to the
prehearing conference, prepared under
§ 12.94

(8) All documents relating to any
motion for summary decision under
§ 12.93;

(9) All documents of which official
notice is taken under § 12.95:

(10) All pleadings filed under § 12.96
(11) All documents relating to any

interlocutory appeal under § 12.97;
(12) All transcripts prepared under

§ 12.98; and
(13) Any other document relating to

the hearing and filed with the Hearing
Clerk by the presiding officer or any
participant;

(b) The record of the administrative
proceeding is closed-

(1) With respect to the taking of
evidence, when specified by the
presiding officer, and

(2) With respect to pleadings, at the
time specified in § 12.96(a) for the filing
of briefs.

(c) The presiding officer-may reopen
the record to receive further evidence at
any time before the filing of the initial
decision.

§ 12.105 Examination of record.
Documents in the record will be

publicly available in accordance with
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§ 10.200). Documents available for Commissioner under paragraph (d) ,of
examination or copying will be placed this section.
on public display in the office 'of the (b) Exceptions must specifically
Hearing Clerk promptly upon receipt in identify alleged errors in the findings of
that office. fact or conclusions of law in the initial

decisi6n, and provide supporting
Subpart G-InItial and Final DecisionIs citations to the record. Oral argument

§ 12.129 initial decision. before the Commissioner may be

(a) The presiding officer shall prepare requested. in the exceptions. *

and file an initial decision as soon as (c) Any reply to the exceptions is to

possible after the filing of briefs and oral., be filed and served within the period

argument. specified in the initial decision. The

(b) The initial decision must contain- period may not exceed 30 days after the

Findings of fact based issued upon end of'the period (including any
(1)ent, m at ad issuedence extensions) for filing exceptions, unless

relevant, material, and reliable evidence extended by the Commissioner under
of record; paragraph (d) of this section.

(3) Adicusion of law; (d) The Commissioner may extend the
A discussion of the reasons for the time for filing exceptions-or replies to

findings and conclusions, including a exceptions for good cause sliown
discussion of the significant contentionsmade by any participant; (e) Hf the Commissioner decides to"-

mad bytain ptit; ecohear oral argument, the participants will
(4) Citations to the record supporting b nomdotedttmadpae

the findings and conclusions; I be informed of-the date, time, and place,
the indngsand oncusins;the amount of time allotted to each

(5) An appropriate regulation or order participant, and the issues to bea •

supported by substantial evidence of addressed. a s

record and based upon the findings of add ihisd a

fact and conclusions of law; and (1) Within 10 days following the

(6) An effective date for the regulation expiration of the time for filing

or order. exceptions (including any extensions),

(c) The initial decision must refrain the Commissioner may file with the

from disclosing specific details of Hearing Clerk, and serve on the

matters specified in § 10.200)(2)(i) (a) participants, a notice of the
adt(b),texctas specifi n §0.Commissioner's determination to reviewand (b), except as specifically teiiildcso.TeCmisoe

authorized in'a protective order issued the initial decision. The Commissioner

pursuant to § 10.20 )j(3). mayinvite the participants to file briefs

(d) The initial decision is to be filed or present oral argument on the~matter.
The time for filing briefs or presentingwith the Hearing Clerk and served upon oral argument will be specified mn that or

all participants. Once the initial decision a later notice.

is filed with the Hearing Clerk, the

presiding officer has no further § 12.130 Decision by Commissioner on
jurisdiction over the matter', and any appeal or review of initlal decision.
motions or requests filed with the (a) On appeal from or review of the
Hearing Clerk will be decided by the initial decision, the Commissioner has
Commissioner. all the powers given to make the initial

(e) The intital decision becomes the decision. On the Commissioner's own
final decision of the Commissioner by initiative or on motion, the
operation of law unless a participant Commissioner may remhnd the matter to
files exceptions with the Hearing Clerk the presiding officer for any further-
under § 12.125(a) or the Commissioner action necessary for a proper decision.
files a notice of review under § 12.125[f. (b) The scope of the issues on appeal

(f) Notice that an initial decision has is the same as the scope of the issues at
become the decision of the the public hearing unless the
Commissioner without appeal to or Commissioner specifies otherwise.
review by the Commissioner will be
published in the Federal Register, or the of(c) As soon as possible after the filing
Commissioner may publish the decision briefs and any oral argument, theCommissioner will issued a final
when it is of widespread interest. decision in the proceeding, whichmeets

§ 12.125 Appeal from or review of Initial the requirements established in § 12.120
decision. (b) and (c).

(a) A particiiiant may appeal an initial* (d) The Commissioner may adopt the
decision to the Commissioner by filing initial decision as the final decision.
exceptions with the Hearing Clerk, and (e) Notice of the Commissioner's
serving them on the other participants, decision will be published in the Federal
within the period specified in the initial Register, or the Commissioner may
decision. The period may not exceed 30 publinh the decision when it is of
days, unless extended by the widespread interest.

§ 12.139 Reconsideration and stay of
action.

Following notice or publication of the
final decisions, a participant may
petition the Commissioner for
reconsideration of any part or all of the
decision under § 10.33 or may petition
for a stay of the decision under §,10.35.

Subpart H-Judicial Review'

§ 12.140 Review by the courts.

(a) The Commissioner's final decision
constitutes final agency action from
which a participant may petition for
judicial review under the statutes
governing the matter involved. Before
requesting an order from a court for a
.stay of action pending review, a
participant shall Iirst submit a petition
for a stay of action under § 10,35.

(b) Under 28 U.S.C. 2112(a), PDA will
request consolidation of all petitions
related to a particular matter.

§ 12.159 Copies of petitions for Judicial
review.

The Chief Counsel for FDA has been'
designated by the Secretary as the
officer on whom copies of petitions of
judicial review are to be served, This
officer is responsible for filing the record
on which the final decision is based. The
record of the proceeding is certified by
the Commissioner.
PART 13-PUBLIC HEARING BEFORE

A PUBLIC BOARD OF INQUIRY

-Subpart A-General Provisions

Sec.
13.1 Scope.
13.5 Notice of a hearing before a Board.
13.10 Members of a Board.
13.15 Separation of functions, ex parte

communications; administrative support.
Subpart B-Hearing Procedures
13.20 Submissions to a Board,
13.25 Disclosure of date and information by

the participants.
13.30 Proceedings of a Board.
Subpart C-Records of Hearing Before a
Board
13.40 Administrative record of a Board.
13.45 Eximination'of administrative record.
13.50 Record for administrative decision,

Authority: Sec. 201 et seq., Pub, L. 717, 52
Stat. 1040 (21 U.S.C. 321 et seq.); sec. I at seq.,
Pub. L. 410, 58 Stat. 682 as amended (42
U.S.C. 201 et seq.); sec. 4. Pub. L. 91-513, 84
Stat. 1241 (42 U.S.C. 257a); sec. 301 at seq.,
-Pub. L. 91-513, 84 Stat. 1253 (21 U.S.C. 821 at
seq.); sac. 409(b), Pub. L. 242, 81 Stat, 600 (21
U.S.C. 679(b)); sec. 24(b), Pub, L. 85-172, 82
Stat. 807 (21 U.S.C. 467f(b)); sec. 2 at seq,,
Pub. L. 91-597, 84 Stat. 1620 (21 U.S.C. 1031 ot
seq.]; secs. I through 9, Pub. L. 625, 44 Stat.
1101-1103 as amended (21 U.S.C. 141-149)
secs. 1 through 10, Chapter 358, 29 Stat. 604-.
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609 as amended (21 U.S.C. 41-50); sec. 2 et
seq., Pub. L783.44 StaL 1406 as amended (15
U.S.C. 401-411 notes]; sec. 1 et seq.. Pub. L
89-755. 80 Stat. 1296 as amended (15 U.S.C
1451 et seq.).

Subpart A-General Provisions

§ 13.1 Scope.
The procedures in this part apply

when-
(a) The Commissioner concludes, as a

matter of discretion, that it is in the
public interest to hold a public hearing
before a Public Board of Inquiry
("Board") with respect to any matter
before FDA;

(b) Under specific sections of this
chapter a matter before FDA is subject
to a hearing before a Board; or

(c) Under § 12.32, a person who has a
right to an opportunity for a formal
evidentiary public hearing waives that
opportunity and requests that a Board
act as an administrative law tribunal
concerning the matters involved, and the
Commissioner decides to accept this
request.

§ 13.5 Notice of a hearing before a Board..
If the Commissioner determines that a

Board should be established to conduct
a hearing on any matter, a notice of
hearing will be published in the Federal
Register setting forth the following
information:

(a) If the hearing is under § 13.1 (a) or
(b), all applicable information described
in § 12.32(e).

(1) Any written document that is to be
the subject matter of the hearing will be
published as a part of the notice, or the
notice will refer to it if the document has
already, been published in the Federal
Register or state that the document is
available from the Hearing Clerk or an
agency employee designated in the
notice.

(2) For purposes of a hearing under
§ 13.1 (a) or (b), all participants who file
a notice of participation under
§ 12.32(e)(6)(ii) are deemed to be parties
and entitled to participate in selection of
the Board under § 13.15(b).

(b) If the hearing is in lieu of a formal
evidentiary hearing, as provided in
§ 13.1(c), all of the information
described in § 12.32(e).

13.10 Members of a Board.
(a) All members of a Board are to

-have medical, technical, scientific, or
other qualifications relevant to the
issues to be considered, are subject to
the conflict of interest rules applicable
to special Government employees, and
are to be free from bias or prejudice
concerning the issues involved. A
member of a Board may be a full-time or

part-time Federal Government employee
or may serve on an FDA advisory
committee but, except with the
agreement of all parties, may not
currently be a full-time or part-time
employee of FDA or otherwise act as a
special Government employee of FDA.

(b) Within 30 days of publication of
the notice of hearing, the director of the
bureau of FDA responsible for a matter
before a Board, the other parties to the
proceeding, and any person whose
petition.was granted and is the subject
of the hearing, shall each submit to the
Hearing Clerk the names and full
curricula vitae of five nominees for
members of the Board. Nominations are
to state that the nominee is aware of the
nomination, is interested in becoming a
member of the Board. and appears to
have no conflict of interest.

(1) Any two or more persons entitled
to nominate members may agree upon a
joint list of five qualified nominees.

(2) The lists of nominees must be
submitted to the persons entitled to
submit a list of nominees under this
paragraph but not to all participants.
Within 10 days of receipt of the lists of
nominees, such persons may submit
comments to the Hearing Clerk on
whether the nominees of the other
persons meet the criteria established in
paragraph (a) of this section. A person
submitting comments to the Hearing
Clerk shall submit them to all persons
entitled to submit a list of nominees.

(3) The lists of nominees and
comments on them are to be held in
confidence by the Hearing Clerk as part
of the administrative record of the
proceeding and are not to be made
available for public disclosure, and all
persons who submit or receive them
shall similarly hold them in confidence.
This portion of the administrative record
remains confidential but is available for
judicial review in the event that it
becomes relevant to any issue before a
court.

(c) After reviewing the lists of
nominees and any comments, the
Commissioner will choose three
qualified persons as members of a
Board. One member will be from the
lists of nominees submitted by the
director of the bureau and by any
person whose petition was granted and
is the subject of the hearing. The second
will be from the lists of nominees
submitted by the other parties. The
Commissioner may choose the third
member from any source. That member
is the Chairman of the Board.

(1) If the Commissioner is unable to
find a qualified person with no conflict
of interest from among a list of
nominees or if additional information is

needed, the Commissioner will request
the submission of the required
additional nominees or information.

(2) If a person fails to submit a list of
nominees as required by paragraph (b)
of this section. the Commissioner may
choose a qualified member without
further consultation with that person.

(3) The Commissioner will announce
the members of a board by filing a
memorandum in the record of the
proceeding and sending a copy to all
participants.

(d) Instead of using the selection
method in paragraphs (b) and (c) of this
section, the director of the bureau, the
other parties to the proceeding, and any
person whose petition was granted and
is the subject of the hearing, may, with
the approval of the Commissioner, agree
that a standing advisory committee
listed in § 14.80 constitutes the Board for
a particular proceeding, or that another
procedure is to be used for selection of
the members of the Board, or that the
Board consists of a larger number of
members.

(e) The members of a Board serve as
consultants to the Commissioner and
are special Government employees or
Government employees. A Board
functions as an administrative law
tribunal in the proceeding and is not an
advisory committee subject to the
requirements of the Federal Advisory
Committee Act or part 14.

(f) The Chairman of the Board has the
authority of a presiding officer set out in
§ 1.70.

§ 13.15 Separation of functions; ex parte
communications; administrative support.

(a) The proceeding of a Board are
subject to the provisions of § 10.55
relating to separation of functions and
ex parte communications.
Representatives of the participants in
any proceeding before a Board.
including any members of the office of
the Chief Counsel of FDA assigned to
advise the bureau responsible for the
matter, may have no contact with the
members of the Board., except as
participants in the proceeding, and may
not participate in the deliberations of
the Board.

(b) Administrative support for a Board
is to be provided only by the office of
the Commissioner and the office of the
Chief Counsel for FDA.

Subpart B-Hearing Procedures

§ 13.20 Submissions to a Board.
(a) Submissions are to be filed with

the Hearing Clerk under § 1o.20.
(b) The person making a submission

shall serve copies of it on each
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participant in the proceeding, except as
provided in §§ 13.10(b)(2) and 13.45.
Submissions of documentary data and
information need not be sent to each
participant, but any accompanying
transmittal letter, summary, statement of
position, certification under paragraph
(d) of this section, or similar document "
must be.

(c) A submission must be mailed to
the address shown in the notice of
appearance or personally d~livered.

(d) All submissions are to be
accompanied by a certificate of service,
or a statement that service is not
required.

(e) No written submission or other
portion of the administrative record may
be held in confidence, except as
provided in §§ 13.1O(b)(2) and 13.45.

(f A participant who believes that
compliance with the-requirements of this
section constitutes an unreasonable
financial burden may submit to the
Commissioner a petition to participate
in forma pauperis in the form and
manner specified in § 12.82. -

§ 13.25 Disclosure of data and Information
by-the participants.

(a) Before the notice of hearing is .
published under § 13.5, the director of
the bureau responsible for the matters
involved in the hearing must submit to
the Hearing Clerk-

(1) The relevant portions of the
existing administrative record of the
proceeding. Portions of the
administrative record not relevant to the
issues in the hearing are not part of the
administrative record;

(2) A list of all persons whose views
will be presented orally or in writing at
the hearing;

(3) All documents in the director's
files containing factual information,
whether favorable or unfavorable to the
director's position, which relate to the
issues involved in the hearing. "Files"
means the principal files in the bureau
in which documents relating to the
issues in the hearing are ordinarily kept,
e.g., the food additive master file and the
food additive petition in the case of
issues .concerning a food additive, or the
-new drug application in the case of
issues concerning a new drug. Internal
memoranda reflecting the deliberative
process, and attorney work product and
material prepared specifically for use in
connection with the hearing, are not.
required to be submitted.

(4) All other documentary information
relied on.

(5) A signed statement that, to the
best of the director's knowledge and
belief, the submission complies with this
section.

(b) Within the time prescribed in the
notice of hearing published under § 13.5,
each participant shall submit to the
hearing clerk all information specified in
paragraph (a)(2) through (5) of this
section and any-objections under the
administrative record filed under
paragraph (a)(1) of this section is
incomplete. With respect to the
information specified in paragraph (a)(3)
of this section, participants are to
exercise reasonable diligence in
identifying documents in files ,
comparable to those described in that
paragraph. i

(c) The submissions required by
paragraphs (a) and (b) of this section
may be supplemented later in the
proceeding, with the approval of the
Board, on a showing that the views of
the persons or th7e material contained in
the supplement was not known or
reasohably available when the initial
submission was made or that the
relevance of theviews of the persons or
the material contained in the
supplement could not reasonably have
been foreseen.

(d) The failure to comply substantially
and in good faith with this section in the
case of a participant constitutes a
waiver of the right to participate further
in the hearing and in the case of a party
constitutes a waiver of the right to a

'hearing.
(e) The Chairman rules on questions

relating to this section. Any participant
dissatisfied with a ruling may petition
the Commisioner for interlocutory
review.

§ 13.30 Proceedlngs of a Board.
(a) The purpose of a Board is to

review medical, scientific, and technical
issues fairly and expeditiously. The
proceedings of a Board are conducted as
a scientific inquiry rather than a legal
trial. .

(b) A Board may not hold its first
hearing until after all participants have
submitted the information required by
§ 13.25.

(b)-The Chairman calls the first
hearing of the Board. Notice of the time
and location of the first hearing is to be
published at least 15 days in advance
a'nd the hearing will be open to the
public. All participants will have an
opportunity at the first hearing to make
an oral presentation of the information
and views which in their opinion are
,pertinent to the resolution of the issues
being considered by-a Board. A
participant's presentation may be made
by more than one person. The Chairman
determines the order of the presentation.
Participants ma-y not interrupt a
presentation, but members of the Board

may ask questions. At the conclusion of
a presentation, each of the other
participants may briefly comment on the
presentation and may request that the
Board conduct further questioning on
specified matters. Members of the Board
may then ask further questions. Any
other participant may be permitted to
ask questions If the Chairman
determines that it will help resolve the
issues.

(d) The hearing is informal and the
rules of evidence do not apply, No
motions or objections relating to the
admissibility of information and views
may be made or considered, but other
participants may comment upon or rebut
all such information and views, No
participant may interrupt the
presentation of another participant for
any reason.

(e) Within the time specified by the
Board after its first hearing, participants
may submit written rebuttal information
and views in accordance with § 13.20.
The Chariman will then schedule a
second hearing, if requested and
justified by a participant. A second
hearing, and any subsequent hearing,
will be called only if the Chairman
concludes that it is needed to fully and
fairly present information.that cannot
otherwise adequately be considered and
to properly resolve the issues. Notice of
the time and location of any hearing Is
to be published at'least 15 days in
advance. The hearing is open to the
public.

(f) A Board may consult with any
person who it concludes may have
information or views relevant to the
issues.

(1) The consultation may occur only at
an announced hearing of a Board.
Participants have the right to suggest or,
with the permission of the Chairman,
ask questions of the consultant and
present rebuttal information and views,
as provided in paragraphs (c) and (d) of
this section except that written
statements may be submitted to the
Board with the consent of all
participants.

(2) A participant may submit a request
that the Board consult with a specific
person who may have information or
views relevant to the issues. The request
will state why the person should be
consulted and why the person's views
cannot be furnished to the Board by
means other than having FDA arrange
for the person's appearance. The Board
may, in its discretion,-grant or deny the
request.

(g) All hearings are to be transcribed,
All hearings are open to the public,
except that a hearing under § 10.200)(3)
is closed to all persons except those
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persons miing and participating in the
presentation and Federal Government
executive branch employees and special
Government employees. At least a
majority of Board members are to be
present at every hearing. The executive
sessions of a Board, during which a
Board deliberates on the issues, are to
be closed and are not transcribed. All
members of the Board shall vote on the
report of the Board.

(h) All legal questions are to be
referred to the Chief counsel for FDA for
resolution. The Chief Counsel's advice
on any matter of procedure.or legal
authority is to be transmitted in writing
and made a part of-the record or
presented in open session and
transcribed.

(i) At the conclusion of all public
hearings the Board will announce that
the record is closed to receiving
information. The Board will provide an
opportunity for participants to submit
written statements of their positions,
with proposed findings and conclusions,
and may in its discretion, provide an
opportunity for participants to
summarize their positions orally.

(j) The Board will prepare a decision
on all issues. The decision is to include
specific findings and references
supporting and explaining the Board's
conclusions, and a detailed statement of
the reasoning on which the conclusions
are based. Any member of the Board
may file a separate report stating
additional or dissenting views.
Subpart C-Records of a Hearing

Before a Board

§ 13.40 Administrative record of a Board.

(a) The administrative record of a
hearing before a Board consists of the
following:

[1) All relevant Federal Register
notices.

(2) All written submissions under
§ 13.20.

(3) The transcripts of all hearings of
the Board.

(4) The initial decision of the Board.
N1, The record of the administrative

proceeding is cosed-
(1) Relevant to receiving information

and data, at the time specified in
§ 13.30(i); and

(2) Relevant to pleadings, at the time
specified in § 13.30(i) for filing a written
statement of position with proposed
findings and conclusions.

(c) The Board may, in its discretion.
reopen the record to receive further
evidence at any time before filing an
initial decision. -

§ 13.45 Examination of administrative
record.

(a) The availability for public
examination and copying of each

- document which is a part of the
administrative record of the hearing is
governed by § 10.200j). Each document
available for public examination or
copying is placed on public display in
the office of the Hearing Clerk promptly
upon receipt in that office.

(b) Lists of nominees and comments
submitted on them under § 13.10(b)(3)
are not subject to disclosure unless they
become an issue in a court proceeding.

§ 13.50 Record for administrative
decision.

The administrative record of the
hearing specified in § 13.40(a)
constitutes the exclusive record for
decision.

PART 14-PUBLIC HEARING BEFORE
A PUBLIC ADVISORY COMMI'TEE

Subpart A-General Provisions.

Sec.
14.1 Scope.
14.5 Purpose of proceedings before an

advisory committee.
14.7 Adminfstrative remedies.
14.10 Applicability to Congress.
14.15 Committees working under a contract

with FDA.
14.19 Application of anticancer clauses.

Subpart B-Meeting Procedures
14.20 Notice of bearing before an advisory

committee.
14.22 Meetings of an advisory committee.
14.25 Portions of advisory committee

meetings.
Ij.2 Determination to close portions of

advisory committee meetings.
14.29 Conduct of a hearing before an

advisory committee..
14.30 Chairman of an advisory committee.
14.31 Consultation by an advisory

committee with other persons.
14.33 Compilation of materials for members

of an advisory committee.
14.35 Written submissions to an advisory

committee.
14.39 Additional rules for a particular

advisory committee.

Subpart C-Establishment of Advisory
Committees

14.40 Establishment and renewal of
advisory committees.

14.55 Termination of advisory committees.

Subpart D-Records of Meetings and
Hearings Before Advisory Committees
14.60 Minutes and reports ofadvisory

comnilitee meetings.
14.61 Transcripts of advisory committee

meetings.
14.65 Public inquiries and requests for

advisory committee records.

SMc
14.70 Administrative record of a public

hearing before an advisory committee.
14.75 Examination of administrative record

and other advisory committee records.

Subpart E-Members of Advisory
Committees
14.60 Qualifications for members of

standing policy and technical advisory
committees.

14.8Z Nominations of voting members of
standing advisory committees.

14.84 Nominations and selection of
nonvoting members of standing technical
advisory committees.

14.86 Rights and responsibilities of
nonvoting members of advisory
committees.

14.90 Ad hoc advisory committee members.
14.93 Compensation of advisory committee

members.

Subpart F-Standing Advisory Committees
14.100 List of standing advsory committees.

Subpart G-Technlcal Electronic Products
Radiation Safety Standards Committee
14.120 Establishment of the Technical

Electronic Product Radiation Safety
Standards Committee (TEPRSSCI.

14.122 Functions of TEPRSSC.
14.125 Procedures of TEPRSSC.
14.127 Membership of TEPRSSC.
14.130 Conduct of TEPRSSC meetings;

availability of TEPRSSC records.

Subpart H-Color Additive Advisory
Committees
14.140 Establishment of a color additive

advisory committee.
14.142 Functions of a color additive

advisory committee.
14.145 Procedures of a color additive

advisory committee.
14.147 Membership of a color additive

advisory committee.
14.155 Fees and compensation pertaining to

a color additive advisory committee.

Subpart I-Advisory Committees for
Human Prescription Drugs
14.160 Establishment of standing technical

advisory committees for human
prescription drugs.

14.171 Utilization of an advisory committee
on the Initiative of FDA.

14.172 Utilization of an advisory committee
at the request of an interested person.

14.174 Advice and recommendations in
writing.

Authority- Sec. 201 et seq. Pub. L 717. 52
Stat. 1040 as amended (21 US.C. 321 et seq.):
sec. l et seq. Pub. L 410. 58 Stat. 682 as
amended [42 U.S.C. 201 at seq.). sec. 4. Pub. L
91-513, 84 Stat. 1241 (42 U.S.C. 257a), sec. 30L
et seq., Pub. L. 91-513. 84 Stat. 1253 (21 U.S.C.
821 et seq.); sec. 409(b), Pub. L. 242, 81 Stat.
600 (21 U.S.C. 679(b)]; sec. 24(b). Pub. L 85--
172.82 Stat. 807 21 U.S.C. 467ffb)]: sec. 2 et
seq. Pub. L 91-W7. 84 Stat. 162 (21 U.S.C.
1031. et seq.]; secs. 1 through 9. Pub. L 625.44
Stat. 1101-1103 as amended (21 US.C. 141-
149): sacs. 1 through 10. Chapter 358,29 Stat.
604-09 as amended (21 U.S.C. 41-50); sec. 1
et seq. Pub. L 783.44 Stat. 1406 as amended
(15 U.S.C. 401 at seq.): sec. 1 et seq., Pub. L
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89-755, 80 Stat. 1296 as amended (15 U.S.C.
1451,et seq.).

Subpart A-General ProvisiOns

§ 14.1 Scope.

(a) This part governors the procedures
when any of the following applies:

(1) The Commissioner concludes, as a
matter of discretion, that it is in the
public interest for a standing or ad hoc
policy or technical public advisory -
committee ("advisory committee" or
"committee") to hold a public hearing
and to review and make
recommendations on any matter before
FDA and for interested persons to
present information and views at an oral
public hearing before the advisory
committee.

(2) Under specific provisions in the act
or other sections of this chapter, a
matter is subject to a hearing before an
advisory committee. The specific,
provisions are-

(i) Section 14.120 on review of a
performance standard for an electronic
product by the Technical Electronic
Product Radiation Safety Standards
Committee (TEPRSSC);

(ii) Section 14.140 on review of the
safety of color additives;

(iii) Section 14.160 on review of the
safety and effectiveness of human
prescription drugs;

(iv) Section 330.10 on review of the
safety and effectiveness of over-the-
counter drugs;

(v) Section 601.25 on review of the
safety and effectiveness of biological •

drugs;
(vi) Part 860, on classification of

devices;
(vii) Section 514(g)(5] of the act on

establishment, amendment, or
revocation-of a device performance
standard;

(viii) Section515 of the act on review
of device premarket approval
applications and product development
protocols; and

(ix) Section 520(1) of the act on review
of device good manufacturing practice
regulations.

(3) A person who has a right to an
opportunity for a formal evidentiary
public heariig under Part 12 waives that
opportunity and instead under § 12.32
requests a hearing before an advisory
committee, and the Commissioner, as a
matter of discretion, accepts the request.

(b) In determining whether a-group is
a "public advisory committee" as ' I-
defined in § 10.3(a)(14) and thus subject
to this part and to the Federal advisory
Committee Act, the following guidelines
will be used:

(1) An advisory committee may be a
standing advisory committee or an ad
hoc advisory committee. All standing
advisory committees are listed in
§ 14.100.

(2) An advisory committee may be a
policy advisory committee or a technical
advisory committee. Apolicy advisory
committee advises on broad and general
matters. A.technical advisory committee
advises on specific technical or
scientific issues, which may relate to
regulatory decisions before FDA.

(3) An advisory committee includes
any of its subgroups when the subgroup
is working on behalf of the committee.
Section 14.40(d) describes when a
subgroup will be established as an
advisory committee separate from the
parent committee.
-(4) A committee composed entirely of

full-time Federal Government employees
is not an advisory committee.

(5) An advisory committee ordinarily
has a fixed membership, a defined
purpose of providing advice to the

* agency on a particular subject, regular
or periodic meetings, and an
organizational structure, for example, a
chairman and staff, and serves as a
source of independent expertise and
advice rather than as a representative of
or advocate for any particular interest.
The following groups are not advisory
committees:

(i) A group of persons convened on an
ad hoc basis to discuss a matter of
current interest to FDA, but which has
no continuing function or organization
and does not involve substantial special
preparation.

(ii) A group of twq or more FDA
c5nsultants meeting with the agency on4.
an ad hoc basis.

(tii) A group of experts who are
employed by a private company or a
trade association which has been
requested by FDA to provide its views
on a regulatory matter pending before
FDA.

(iv) A consulting firm hired by FDA to
provide advice regarding a matter.

(6) An advisory committee that is
utilized by FDA is 'subject to this
subpart even though it was not
established by FDA. In general, a
committee is "utilized" when FDA
requests advice or recommendations
from the committee on. a specific matter
in order to obtain an independent
review and consideratiori of the matter,
and not when FDA is merely seeking the
comments of all interested persons or of
persons who have a specific interest in
the matter.

(i) A committee formed by an
independbnt scientific or technical
organization is utilized if FDA requests

advice of that committee rather than of
the parent organization, or If the
circumstances show that, the advice
given is that of the committee and not of
the parent organization. A committee
formed by an independent scientific or
technical organization is not utilized If
FDA requests advice of the organization
rather than of a committee and If the
recommendations of any committee
formed in response to the request are
subject to substantial independent
policy and factual review by the
governing body of the parent
organization.

(ii) A committee is not utilized by
FDA if it provides only information, as
contrasted with advice or opinions or
recommendations.

(iii) FDA Is charged with seeking out
the views of all segments of the public
on enforcement of the laws
administered by the Commidsioner The

'fact that a group of individuals or a
committee meets regularly with FDA, for
example, a monthly meeting with
consumer representatives, does not
make that group or committee an
advisory committee, Thus, this subpart
does not apply to routine meetings,
discussions, and other dealings,
including exchanges of views, between
FDA and any committee representing or
advocating the particular Interests of
consumers, industry, professional
organizations, or others.

(7) The inclusion of one or twoFDA
consultants who are bpecial
Government employees on an internal
FDA committee does not make that
committee an advisory committee.

(8) A Public Board of Inquiry
established under Part 13, or other
similar group convened by agreement
between the parties to a regulatory
proceeding pending before FDA to
review and prepare an initiaLdecision
on the issues in lieu of a formal
evidentiary public hearing, is acting as
an administrative law tribunal and Is
not an advisory committee.

(9) An open public'conference or
meeting conducted under § 10.65(b) Is
not an advisory committee meeting.

(10) An FDA committee that primarily
has operational responsibility rather
than that of providing advice and
recommendations is not an advisory
committee, for example, the Research
Involving Human Subjects Committee
(RnISc).

(c) This part applies only when a
committee convenes to conduct
committee business. Site visits, social
gatherings, informal discussions by
telephone or during meals or while
traveling or at other professional
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functions, or other similar activities do
not constitute a meeting.

(d) An advisory committee that is
utilized but not established by FDA is
subject to this part only to the exteht of
such utilization, and pot concerning any
other activities of such committee.

(e) Any conference or meeting
between an employee of FDA and a
committee or group which is not an
advisory committee shall be subject to
§ 10.65 or other provisions specifically
applicable to the committee or group, for
example, Part 13 for a Public Board of
Inquiry.

(f) This part applies to all FDA
advisory committees, except to the
extent-hat specific statutes require
otherwise for a particular committee, for
example, TEPRSSC, the Board of Tea
Experts, and advisory committees
established under the Medical Device
Amendments of 1976.

§ 14.5 Purpose of proceedings before an
advisory committee.

(a) An advisory committee is utilized
to conduct public hearings on matters of
importance that come before FDA, to
review the issues involved, and to
provide advice and recommendations to
the Commissioner.

(b) The Commissioner has sole
discretion concerning action to be taken
and policy to be expfessed on any
matter considered by an advisory
committee.

§ 14.7 Administrative remedies.
A person who alleges noncompliance

by the Commissioner or an advisory
committee with any provision of this
part or the Federal Advisory Committee
Act may pursue the following
administrative-remedies:

(a) If the person objects to any action,
including a failure to act, other than
denial of access to an advisory
committee document, the person shall
submit a petition in the form and in
accordance with the requirements of
§ 10.30. The provisions of § 10.45
relating to exhaustion of administrative
remedies are applicable.

(1) If the person objects to past action;
the person shall submit the petition
within 30 days after the action objected
to. If the Commissioner determines that
there was noncompliance with any
provision of this subpart or of the
Federal Advisory Committee Act, the
Commissioner will grant any
appropriate relief and take appropriate
steps to prevent its future recurrence.

(2) If the person objects to proposed
future action, the Commissioner will
expedite the review of the petition and
make a reasonable effort to render a

decision before the action concerned in
the petition.

(3) If the person objects to action that
is imminent or occurring and which
could not reasonably have been
anticipated, e.g., the closing of a portion
of a meeting which is made known for
the first time on the day of the meeting,
the matter may be handled by an oral
petition in lieu of a written petition.

(b) If the person objects to a denial of
access to an advisory committee
document, administrative review is in
accordance with the procedures
established by the Department of
Health, Education, and Welfare under 45
CFR 5.82.

§ 14.10 Applicability to Congress.
This part applies to Congress,

individual Members of Congress, and
other employees or representatives of
Congress in the same way that they
apply to any other member of the public,
except that disclosure of advisory
committee records to Congress is
governed by § 20.87.

§ 14.15 Committees working under a
contract with FDA.

(a) FDA may enter into contracts with
independent scientific or technical
organizations to obtain advice and
recommendations on particular matters,
and these organizations may in turn
undertake such work through existing or
new committees. Whether a particular
committee working under such a
contract is an advisory committee
subject to the Federal Advisory
Committee Act and this subpart
depends upon application of the criteria
and principles in § 14.1(b).

(b) The following minimum standards
apply to'any committee of an
independent scientific or technical
organization which is working under a
,contract initially executed with FDA
after July 1, 1975, but which is
determined not to be an advisory
committee:

(1) The committee shall give public
notice of its meetings and agenda, and
provide interested persons an
opportunity to submit relevant
information and views in writing at any
time, and orally at specified times. The
notice may be published in the Federal
Register or disseminated by other
reasonable means. It is in any event to
be filed with the Hearing Clerk not less
than 15 days before the meeting. The
time for oral presentations and the
extent to which the comniittee meets in
open session other than for such oral
presentations is in the discretion of the
committee.

(2) Minutes of open sessions are to be
maintained, with all written submissions
attached which were made to the
committee in open session. After
approval, the minutes areto be
forwarded to the Hearing Clerk and
placed on public display. The extent to
which the committee maintains minutes
of closed sessions is in the discretion of
the committee.

(3) In selecting the members of the
committee, the organization involved is
to apply the principles relating to
conflicts of interest that FDA uses in
establishing a public advisory
committee. Those principles are set out
or cross-referenced in this part and in
Part 19. Upon request, FDA will assist or
provide guidance to any organization in
meeting this requirement.

Subpart B-Meeting Procedures

§ 14.20 Notice of hearing before an
advisory committee.

(a) Before the first of each month, and
at least 15 days in advance of a meeting,
the Commissioner will publish a notice
in the Federal Register of all advisory
committee meetings to be held during
the month. Any advisory committee
mqetings for that month called after the
publication of the general monthly
notice are to be announced in the
Federal Register on an individual basis
at least 15 days in advance. The
Commissioner may authorize an
exception to these notice requirements
in an emergency or for other reasons
requiring an immediate meeting of an
advisory committee, in which case
public notice will be given at the earliest
time and in the most accessible form
feasible including, whenever possible,
publication in the Federal Register.

(b) The Federal Register notice will
include-

(1) The name of the committee:
(2) The date, time, and place of the

meeting;
(3) The general function of the

committee;
(4) A list of all agenda items, showing

whether each will be discussed in an
open or closed portion of the meeting;

(5) If any portion of the meeting is
closed, a statement of the time of the
open and closed portions;

(6) The nature of the subjects to be
discussed during, and the reasons for
closing, any closed portion of the
meeting:

(7) The time set aside for oral
statements and other public
participation;

(8) The name, address, and telephone
number of the advisory committee
executive secretary and any other
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agency employee designated as
responsible for the administrative
support for the advisory committee;

(9) A statement that written
submissions may be made to the
advisory committee through the -
executive secretary at any time, unless a
cutoff date has been established under
§ 14.35(c](2); and

(10) When a notice is published in the
Federal Register less than 15 days
before a meeting, an explanation for-the
lateness of the n~ice.

(c) If a public hearing before an
advisory committee is used in lieu of a
formal evidentiary public hearing under
§ 14.1(a](3), an initial notice of hearing is
to be published separately in the Federal
Register containing all the information
described in § 12.32(e). This procedure
may be used fgr any other hearing
before an advisory committee when thd
Commissioner concludes, as a matter of
discretion, that it would be informative
to the public.

(d)'A list of advisory committee
meetings will be distributed to the press
by the Associate Commissioner for
Public Affairs.

(e) All advisory committee meetings
are to be included on the public
calendar desdribed in § 10.100(a).

§ 14.22 Meetings of an advisory
committee.

(a) No advisory committee-may
conduct a meeting except At the call or
with the advance approval of, and with
an agenda approved by, the designated
Federal employee or alternate. No
meeting may be held in the absence of
the designated Federal employee.

(1) If any matter is added to the
agenda after its publication in the
Federal Register under §, 14.5(b)(4), an
attempt is to be made to. inform persons
known to be interested in the matter,
and the change is to be announced at
the beginning of the open portion of the
meeting.

(2) The advisory committee meeting is
to be conducted in accordance .with the
approved final agenda insofar as
practical.

(b) Advisory committee meetings will
be held at places that are reasonably
accessible to the public. All advisory
committee meetings will be held in .-
Washington, D.C., or Rockville, Md., br
the immediate vicinity, unless the
Commissioner receives and approves a
written request from the advisory.
committee for a different location. A
different location may be approved
when one or more of the following
applies:

(1) The total cost of the meeting to the
Government will be reduced.

(2) A substantial number of the
committee members will be at the
location at no expense to FDA for other
reasons, e.g., for a meeting of a
professional association.

(3) It is a central location. more readily
accessible to committee members. -

(4) There is a need-for increased
participation available at that location.

(5) The committee wishes to review
work or facilities in a specific location.

(6) The committee is concerned with
,matters that functionally or historically
occur in some other location, e.g., the
Board of Tea Experts and the Science
Advisory Board of the National Center
for Toxicological Research will
generally hold meetings in Brooklyn,
N.Y., and in the Littl6 Rock, Ark.,
vicinity, respectively.

(c) Advisory committee members-may,
with the approval of FDA, conduct
onsite visits relevant to their work.

(d) Unless the committee charter
provides otherwise, a quorum for an
advisory committee is a majority of the
current voting members of the
committee, except as provided in'
§ 14.125(c) for TEPRSSC. Any matter
before the advisory committee is to be
decided by a majority vote of the voting
members present at the time,'except that
the designated Federal official may
require that any final report be voted
upon by all current voting members of
the committee. Any current voting
member of the committee may file a.
separate report with additional or
minority views.

(e) If space is available, any
interested person may attend any
portion of any advisory committee
meeting which is not closed.

(fl Whenever feasible, meetings are to
be held in government facilities or other

ofacilities involving the least expense to.
the public. The size of the meeting room
is to be reasonable, considering such
factors as the size of the committee, the
number ofpersons expected to attend a
meeting, and the resources and facilities
available.

(g) The Commissioner may authorize a
meeting to be held by conferende
telephone call. For these meetings, a
speaker phone will be provided in a
conference room located in Washington,
D.C., or Rockville, Md., to permit public
participation.in open portions of the
meetings, as provided in §§ 14.25 and
14.29. These meetings generally will be
brief, and authorized-

(1) For the purpose of taking final
votes or otherwise confirming actions
taken by the committee at other
meetings; or

(2) Where time does not permit a
meeting to be held at a central location.

(h) Any portion of a meeting will be
closed by the committee chairman only
when matters are to be discussed which
the Commissioner has determined may
be considered in closed session under
§ 14.27(b). If a portion of the meeting is
closed, the'closed portion will be held
after the conclusion of the open portion
whenever practicable.

(i) Any committee m.ember may take
notes during meetings and report and
discuss committee deliberations after a
meeting is completed and before official
minutes or a report are available, within
the rules and regulations adopted by
FDA and by the advisory committee
with the concurrence of FDA, including
all of the following:

(1) There may be no attribution of
individual views expressed in a closed
session or revealing of numerical votes.

(2) There may be no reporting or
discussion of any particular matter if the
committee or FDA specifically so
directs, e.g., where deliberations are
incomplete or involve a senbitive
regulatory decision that requires
preparation or implementation.

(3] There may be no reporting or
discussion of information prohibited
from public disclosure under § 14,75.

(4) Notes or minutes kept or reports
prepared by a committee member have
no status or effect unless adopted into
the official minutes or report by the
committee. It is the responsibility of
each committee member to make certain
that the official minutes and reports are
complete and accurate and fully reflect
what happened at any meeting the
committee member attended.

§ 14.25 Portions of advisory committee
meetings.

An advisory committee meeting has
the following portions-

(a) The open public hearing. Every
committee meeting includes an open
portion, which constitutes a public
hearing during which interested persons
may present relevant information or
views orally or in writing. The hearing is
conducted in accorIance with § 14.29.

(b) The open committee discussion. A
committee discusses any matter pending
before it in an open portion Of its
meeting unless the meeting has been
closed for that matter under § 14.27. To
.the maximum extent feasible, consistent
with the policy expressed in § 14,27, a
committee conducts its discussion of
pending matters in an open portion, No
public participation is permissible
during this portion of the meeting except
with the consent of the committee
chairman.

(c) The closedpresentation of data.
Information prohibited from public
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disclosure under Part 20 and the
regulations referenced therein is
presented to the committee in a closed
portion of its meeting. However, if
information is in the form of a summary
that is not prohibited from public
disclosure, the presentation is to be
made in an open portion of a meeting.

(d) The closed committee
deliberations. Deliberations about
matters before an advisory committee
may be held in a closed portion of a
meeting only upon an appropriate
determination by the Commissioner
under § 14.27.

§ 14.27 Determination to close portions of
advisory committee meetings.

(a) No committee meeting may be
entirely closed. A portion of a meeting
may be closed only in accordance with
a written determination by the
Commissioner under this section.'

(b) The executive secretary or other
designated agency employee shall
prepare the initial request for a
determination to close a portion of a
meeting, specifying the matter(s) to be
discussed during the dosed portion and
the reasons why the portion should be
closed. The Commissioner, based upon
this request and with the concurrence of
the Chief Counsel, will determine .
whether to close a portion of a meeting.
The reasons for closing a portion of a
meeting will be announced in the
Federal Register notice of the meeting
under § 14.20 in accordance with the
following rules:

(1) Any determination to close a
portion of a m~eeting restricts the closing
to the shortest possible time consistent
with the policy in this section.

(2) A portion of a meeting may be
closed only if the Commissioner
determines that the closing is permitted
under 5 U.S.C. 552b(c), and that the
closing is necessary.

(3) Portions of meetings may
ordinarily be closed if they concern the
review, discussion, and evaluation of
drafts or regulations, guidelines or
similar preexisting internal agency
documents, but only if their premature
disclosure would significantly impede
proposed agency action; review of trade
secrets and confidential commercial or
financial information; consideration of
matters involving investigatory files
compiled for law enforcement purposes;
and review of matters, the disclosure of
which would constitute-a clearly
unwarranted invasion of personal
privacy.

(4) Portions of meetings ordinarily
may not be closed if they concern
review, discussion, and evaluation of
general preclinical and clinical test

protocols and procedures for a class of
drugs or devices; consideration of
labeling requirements for a class of
marketed drugs and devices; review of
information on specific investigational
or marketed drugs and devices that have
previously been made public;,
presentation of any other information
not exempt from public disclosure under
5 U.S.C. 552b(c); the formulation of
advice and recommendations to FDA on
matters that do not independently
justify closing.

(5) No portion of a meeting devoted to
matters other than those designated in
paragraph (b) (1) through (3) of this
section may be closed.

(6) A matter which is properly
considered in an open portion of a
meeting may instead be considered in a
closed portion only if it is so
inextricably intertwined with matters to
be discussed in a closed portion that it is
not feasible to separate them or
discussion of the matter in an open
portion would compromise the matters
to be discussed in the closed portion.

(c) Attendance at a closed portion of a
meeting is governed by the following
rules:

(1) A portion of a meeting closed for
the presentation or discussion of
information that constitutes a trade
secret or confidential commercial or
financial information as defined in
§ 20.61 may be attended only by voting
advisory committee members, nonvoting
members representing consumer
interests who are also special
government employees as provided in
§ 14.80(b), the executive secretary of the
advisory committee, a transcriber,
consultants, and such other regular .
employees of FDA (including members
of the Office of the Chief Counsel) as the
chairman of the advisory committee
may invite, and by those persons
authorized to be present under
§ 14.25.(c), for presentation of
information prohibited from public
disclosure. A person making a
presentation described in § 14.25(c) may
be accompanied by a reasonable
number of employees, consultants, or
other persons in a commercial
arrangement within the meaning of
§ 20.81(a).

(2) A portion of a meeting that has
been closed for consideration of existing
internal agency documents falling within
§ 20.62 where premature disclosure is
likely to significantly impede proposed
agency action; personnel, medical, and
similar files, disclosure of which would
be a clearly unwarranted invasion of
personal privacy within the meaning of
§ 20.63; or investigatory records
compiled for law enforcement purpose&

as defined in § 20.64 may be attended
only by committee members (voting and
nonvoting), the executive secretary of
the committee, a transcriber, and other
regular employees of FDA (including
members of the Office of the Chief
Counsel) whom the chairman of the
committee may invite. Consultants,
individuals performing personal service
contracts, employees of other Federal
agencies, and the general public may not
attend such portions.

(3) If a person other than a person
permitted to attend in accordance with
paragraph (c) (1) and (2) of this section
attempts to attend a closed portion of a
meeting without the approval of the
executive secretary and the chairman.
and the matter is brought to their
attention, the person will be required to
leave the meeting immediately. This
inadvertent and unauthorized
attendance does not enable other
unauthorized persons to attend, nor
does it, of itself, constitute grounds for-
release of transcripts of closed portions
or any other documents otherwise
exempt from disclosure under § 14.75
and Part 20.

(4) If a person other than a person
permitted to attend in accordance with
paragraph (c) (1) and (2) of this section
is allowed by the executive secretary
and the chairman to attend a closed
portion of a meeting, that portion is open
to attendance by any interested person.

§ 14.29 Conduct of a hearing before an
advisory committee.

(a) For each meeting, the open portion
for public participation, which
constitutes a public hearing under
§ 14.25(a), will be at least I hour, unless
public participation does not last that
long, and may last for whatever longer
time the committee chairman determines
will facilitate the work of the committee.
The Federal Register notice published
under § 14.20 will designate the time
specifically reserved for the-hearing,
which is ordinarily the first portion of
the meeting. Further public participation
in any open portion of the meeting under
§ 14.25(b) is solely at the discretion of
the chairman.

(b) An interested person who wishes
to be assured of the right to make an
oral presentation at a meeting shall
inform the executive secretary or other
designated agency employee, orally or
in writing, before the meeting.

(1) The person shall state the general
nature of the presentation and the
approximate time desired. Whenever
possible, all written information to be
discussed by that person at the meeting
should be furnished in advance to the
executive secretary or other designated
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agency employee. This material may be
distributed or mailed by FDA to the
committee members in advance of the
meeting if time permits, and otherwise
will be distributed to the members when
they arrive for the meeting. The mailing
or distribution may be undertaken only
by FDA unless FDA grants permission
to a person to mail or distribute the
material

(2) Before the meeting, the executive
secretary or other designated agency
employee shall determine the amount of
time allocated to each person for oral
presentation and the time that the
presentation is to begin. Each person
will be so informed in writing, if time
permits, or by telephone. FDA may
require persons with common interests
to make joint presentations.

(c) The chairman of the committee
shall preside at the meeting in
accordance with § 14.30 and be
accompanied by other committee
members, who serve as a panel in
conducting the hearing portion of the
meeting.

(d) Each person may use the allotted
time as desired, consistent with an
orderly hearing. A person may be
accompanied by additional persons, and
may present any written information or
views for inclusion in the record of the
hearing, subject to the requirements of
§ 14.35(c).
' (e) If a person is absent at the time

specified for that person's presentation,
the persons following will appear in
order. An attempt will be made to hear
the person at the conclusion of the
hearing. Interested persons attending
the hearing who did not request an
opportunity to make an oral
presentation may be given an
opportunity to do so at the discretion of
the chairman.

(f) The chairman and other members
may questiona person concerning that
person's presentation. No other person,
however, may question the person. The
chairman may allot additional time
when it is in the public interest, but may
not reduce the time allotted withodt
consent of the person.

(g) Participants may question a
'committee member only with.that
member's permission and only about
matters before the committee.

(h) The hearing is informal, and the
rules of evidence do not apply. No
motions or objections relating to the
admissibility ofinformation and views
may be made or considered, but other
participants may comment upon or rebut
matters presented. No participant may
interrrupt the presentation of another
participant.

§ 14.30. Chairman of an advisory
committee.

(a) The advisory committee chairman
has the authority to conduct hearings
and meetings, including the authority to
adjourn a hearing or meeting if the
chairman determines that adjournment
is in the public interest, to discontinue
discussion of a matter, to conclude the
open portion of a meeting, or to take any
other action to further a fair and
expeditious hearing or meeting.

(b) If the chairman is not a full-time
employee of FDA, the executive
secretary or other designated agency
employee, or alternate, isto be the
"designated Federal employee" who is
assigned to the advisory committe6. The
designated Federal employee is also
authorized to adjourn a hearing or
meeting if the employee determines
adjournment to be in the public interest.

§ 14.31 Consultation by an advisory
committee with other persons.

(a) A committee may confer with any
person who may have information or
views relevant to any matter pending

- before the committee.
(b An interested person may submit

to the committee'a written request that
it confer with. specific persons about any
matter pending before the committee.
The request is to contain adequate
justification. The committee may, in its
discretion, grant the request.

(c) A committee may confer with a
person who is not a Federal Government
executive branch employee only during
the open portions of a meeting. The
person may, however, submit views in
writing to the committee as part of the
administrative record under § 14.70. The
person may participate at the closed
portions of a meeting only if appointed
as a special Government employee by
the Commissioner as provided in
paragraph (e) of this section. This
paragraph (c) is not intended to bar the
testimony of a person during a closed
portion of a meeting about matters
prohibited from public disclosure under
§ 14.25(c) and § 14.17(c).

(d) To .prevent inadvertent violation ofd
Federal conflict of interest laws and
laws prohibiting disclosure of trade
secrets (18 U.S.C. 208, 21 U.S.C. 331(j), 18
U.S.C. 1905), Federal executive branch
employees who are not employees of the
Department may not confer, testify, or
otherwise participate (other than as
observers) at any portion of anadvisory
committee meeting unless they are
appointed as special Government
employees by the Commissioner under
paragraph (e) of this section. this
paragraph does not apply to Federal
executive branch employees who are

appointed as members of TEPRSSC, as
provided in § 14.127.

(e) The Commissioner may appoint
persons as special Government
employees to be consultants to an
advisory committee. Consultants may be
appointed to provide expertise,
generally concerning a highly technical
matter, not readily available from the
members of the committee. Consultants
may be either from outside the
Government or from agencies other than
the Department of Health, Education,
and Welfare. Reports, data, information,
and other written submissions made to a
public advisory committee by a
consultant are part of the administrative
record itemized in § 14.70.

§ 14.33 Compilation of materials for
members of an advisory committee.

The Commissioner ihall prepare and
provide to all committee members a
compilation of materials bearing upon
members' duties and responsibilities,
including-

(a) All applicable conflict of interest
laws and regulations and a summary of
their principal provisions;

(b) All applicable laws and
regulations relating to trade secrets and
confidential commercial or financial
information that may not be disclosed
publicly and a summary of their
principal provisions;

(c) All applicable laws, regulations,
and guidelines elating to the subject
matter covered by the advisory
committee and a summary of their
principal provisions;

(d) All applicable laws, regulations,
including the regulations in Part 20 of
this chapter, advisory committee
charters, Federal Register notices,
curricula vitae, rules adopted by the
advisory committee, and other material
relating to the formation, composition,
and operation of the advisory
committee, and a summary of their
principal provisions;

(e) Instructions on whom to contact
when questions arise; and

(f) Other material relating to FDA and
the subject matter covered by the
committee which may facilitate the
work of the committee.

§ 14.35 Written submissions to an
advisory committee.

(a) Ten copies of written submissions
to a committee are to~be sent to the
executive secretary unless an applicable
Federal Register notice or other
regulations in this chapter specify
otherwise. Submissions are subject to
the provisions of § 10.20, except that it Is
not necessary to send copies to the
Hearing Clerk,
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(b) At the request of a committee, or
on the Commissioner's own initiative,
the Commissioner may issue in the
Federal Register a notice requesting the
submission to the committee of written
information and views pertinent to a
matter being reviewed by the
committee. The notice may specify the
manner in which the submission should
be made.

{c] At the request of a committee, or
on the Commissioner's own initiative,
the Commissioner may at any time
request the applicant or sponsor of an
application or petition about a specific
product on which action is pending
before FDA, and is being reviewed by
an advisory committee, to present or
discuss safety, effectiveness, or other
data concerning the product during a
regularly scheduled meeting of the
committee. The request may be for an
oral presentation or for a concise, well-
organized written summary of pertinent
information for review by the committee
members before the meeting, or both.
Unless specified otherwise, one copy of
the written summary along with a
proposed agenda outlining the topics to
be covered and identifying the
participating industry staff members or
consultants that will present each topic
is to be submitted to the executive
secretary or other designated agency
employee at least 3 weeks before the
meeting.
I (d) An interested person may submit
to a coninittee written information or
views on any matter being reviewed.
Voluminous data is to be accompanied
by a summary. A submission is to be
made to the executive secretary and not
directly to a committee member.

(1) FDA will distribute submissions to
each member, either by mail or at the
next meeting. Submissions will be
considered by the committee in its
review of the matter.

(2] A committee may establish, and
give public notice of, a cutoff date after
which submissions about a matter will
no longer be received or considered.

(e) The Commissioner will provide the
committee all information the
Commissioner deems relevant. A
member will, upon request, also be
provided any material available to FDA
which the member believes appropriate
for an independent judgment on the
matter, e.g., raw data underlying a
summary or report, or a briefing on the
legal aspects of the matter.

§ 14.39 Additional rules for a particular
advisory committee.

(a) In addition to these rules, an
advisory committee may, with the
concurrence of the designated Federal

employee, adopt additional rules which
are not inconsistent with this subpart or
with' other legal requirements.

(b) Any additional rules will be
included in the minutes of the meeting
when adopted and in the materials
compiled under § 14.33 and will be
available for public disclosure under
§ 14.65(c).

Subpart C-Establishment of Advisory
Committees

§ 14.40 Establishment and renewal of
advisory committees.

(a) An advisory committee may be
established or renewed whenever it is
necessary or appropriate for the
committee to hold a public hearing and
to review and make recommendations
on any matter pending before FDA.
Except for committees established by
statute, before a committee is
established or renewed it must first be
approved by the Department pursuant to
45 CFR Part 11 and by the General
Services Administration.

(b) When an advisory committee is
established or renewed, the
Commissioner will issue a Federal
Register notice certifying that the
establishment or renewal is in the public
interest and stating the structure,
function, and purposes of the committee
and, if it is a standing advisory
committee, shall amend § 14.100 to add
it to the list of standing advisory
committees. The notice will be
published at least 15 days before the
filing of the advisory committee charter
under paragraph (c) of this section.

(c) No committee may meet or take
action until its charter is prepared and
filed as required by section 9(c) of the
Federal Advisory Committee Act. This
requirement is to be met by an advisory
committee utilized by FDA, even though
it is not established by the agency, prior
to utilization.

(d) The regulations of the Department
cited in paragraph (a) of this section
provide that the charter of a parent
committee may incorporate information
concerning activities of a subgroup. In
such instances, a subgroup will not be
established as a committee distinct from
the parent committee. However, a
subgroup will be estabished as h
separate committee when the charter of
the parent committee does not
incorporate the activities of the
subgroup, or when the subgroup
includes members who are not all
drawn from the parent committee.

(e) An advisory committee not
required to be established by law will
be established or utilized only if it is in
the public interest and only if its

functions cannot reasonably be
performed by other existing advisory
committees or by FDA.

(1) An advisory committee must meet
the following standards:

(1) Its purpose is clearly defined.
(2),Its membership is balanced fairly

in terms of the points of view
represented in light of the functions to
be performed. Although proportional
representation is not required advisory
committee members are selected
without regard to race, color, national
origin, religion, age, or sex.

(3) It is constituted and utilizes
procedures designed to assure that its
advice and recommendations are the
result of the advisory committee's
independent judgment.

(4) Its staff is adequate. The
Commissioner designates an executive
secretary and alternate for every
advisory committee, who are employees
of FDA. The executive secretary is
responsible for all staff support unless
other agency employees are designated
for this function.

(5) Whenever feasible, or required by
statute, it includes representatives of the
public interest.
§ 14.55 Termination of advisory
committees.

(a) Except as provided in paragraph
(c) of this section, a standing advisory
committee is terminated when it is no
longer needed. or not later than 2 years
after its date of establishment unless it
is renewed for an additional 2-year
period. A committee may be renewed
for as many 2-year periods as the public
interest requires. The requirements for
establishment of a committee under
§ 14.40 also apply to its renewal.

(b) FDA will issue a Federal Register
notice announcing the reasons for
terminating a committee and, if it is a
standing committee, amending § 14.100
to delete it from the list.

(c) TEPRSSC is a permanent statutory
advisory committee established by
section 358(1)(1](A) of the Public Health
Service Act (42 U.S.C. 263f(f(1)(A), as
added by the Radiation Control for
Health and Safety Act of 1968, and is
not subject to termination and renewal
under paragraph (a) of this section,
except that a new charter is prepared
and filed at the end of each 2-year
period as provided in § 14.40(c). Also,
the statutory medical device
classification panels established under
section 513(b)(1) of the act and Part 8W,
and the statutory medical device good
manufacturing practice advisory
committees established under section
520(f)(3) of the act, are specifically
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exempted from the normal 2-year
duration period.

(d) The Board of Tea Experts is a
permanent statutory advisory committee
established by the Tea Importation Act
(21 U.S.C. 42) and is not subject to
termination and renewal under
paragraph (a) of this section, except that
a new charter is prepared and filed at
the end of each 2-year period as
provided in § 14.40(c).

(e] Color additive advisory
committees are required to be
established under the circumstances
specified in section 706(b)(5) (C) and (D)
of the act. A color additive advisory
committee is subject to the termination
and renewal requirements of the Federal
Advisory Committee Act and of the part.

Subpart D-Records of Meetings and
Hearings Before Advisory Committees

§ 14.60 Minutes and reports of advisory
committee meetings.

(a) The executive secretary or other
designated agency employee prepares
detailed minutes of all advisory
committee meetings, except that less
detailed minutes may be prepared for
open portions of meetings which-under
§ 14.61, must be transcribed or recorded
by the agency. Their accuracy is
approved by the committee and certified
by the chairman. The approval and
certification may be accomplished by
mail or by telephone.

(b) The minutes include the following:
(1) The time and place of the meeting.
(2) The members, committee staff, and

agency employees present, and the
names and affiliations or interests of
public participants.

(3) A copy of or reference to all
written information made available for
consideration by the committee at the
proceedings.

(4) A complete and accurate.
description of matters discussed and
conclusions reached. A description is to
be kept separately for the following .
portions of the meeting to facilitate their
public disclosure: The open portions
specified in § 14.25 (a) and (b), any
closed portion during which a
presentation is made under § 14.25(c),
and any closed deliberative portion
under § 14.25(d). The minutes of a closed
deliberative portion of a meeting may
not refer to members by name, except
upon their request, or to data or
information described in § 14.75(b). Any
inadvertent references that occur are to
be deleted before public disclosure.

(5) A copy of or reference to all
reports received, issued, or approved by
the committee.

(6] The extent to which the meeting
was open to the public.

(7) The extent of public participatioi,
including a list of members of the public
who presented oral or written
statements.

(c) For a meeting that has a closed
portion, either (1) the minutes of the
closed portion are available for public
disclosure under § 14.75(a)(6)(i), or (2) if
under § 14.75(a](6)(ii) they are not
promptly available, the executive
secretary or other designated agency
employee shall prepare a brief summary
of the matters considered in an
informative manner to the public,
consistent with 5 U.S.C. 552(b).

(d) Where a significant portion of the
meeting-of a committee is closed, the
committee will issue a report at least
annually setting forth a summary of its
activities and related matters
informative to the public consistent with
5 U.S.C. 552(b). This report is to be a
compilation of or be prepared from the
individual-reports on closed portions of
meeting prepared under paragraph (c) of
this section.

(e) The executive secretary or other
designated agency employee shall, with
the approval of the committee, prepare
an annual report describing its
membership, functions,
recommendations and other actions.

§ 14.61 Transcripts of advisory committee
meetings.

(a) The agency will arrange for a
transcript orrecording to be made for
each portion of a meeting.

(b) A transcript or recording of an
open portion of a meeting-made by FDA
is-to be included in the record of the
committee proceedings.

(c) A transcript or recording of-any
closed portion of a meeting made by
FDA will not be includedin the
administrative record of the committee
proceedings. The transcript or recording
will be retained as confidential by FDA,
and will not be discarded or erased.

(d) Any transcript or recording of a
meeting or portion thereof which is
publicly available under this section will
be available at actual cost of
duplication, which will be, where
applicable, the fees established in
§ 20.42. FDA may fnipsh the requested
transcript or recording for copying to a
private contractor who shall charge
directly for the cost of copying under
§ 20.51.

(e) A person attending any open
portion of a meeting may, consistent
with the orderly conduct of the meeting,
record or otherwise take a transcript of
the meeting. This transcription will not
be part of the administrative record.

(f) Only FDA may make a transcript
or recording of a closed portion of a
meeting.

§ 14.65 Public inquiries and requests for
advisory committee records.

(a) Public inquiries on general
committee matters, except requests for
records, are to be directed to: Committee
Management Officer (HFA-25), Office of
the Associate Commissioner for
Management and Operations, Food and
Drug Administration, Department of
Health, Education, and Welfare 6500
Fishers Lane, Rockville, MD 20857.

(b) Public inquiries on matters relating
to a specific committee, except requests
for records, are to be directed to the
executive secretary or the designated
agency employee listed in the Federal
Register notices published under § 14,20.

(c) Requests for public advisory
committee records, including minutes,
are to be made, to FDA's Freedom of
Information Staff (HF--35) under § 20.40
and the related provisions of part 20.

§ 14.70 Administrative record of a public
hearing before an advisory committee.

(a) Advice or recommendatloris of an
advisory committee may be given only
on matters covered in the administrative
record of the committee's proceedings.
Except as specified in other FDA
regulations, the administrative record
consists of all the following Items
relating to the matter.

(1) Any transcript or recording of an
open portion of a meeting.

(2) The minutes of all portions of all
meetings, after any deletions under
§ 14.60(b)(4).

- (3) All written submissions to and
information considered by the
committee.

(4) All reports made by the committee.
(5) Any reports prepared by a

consultant under § 14.31(e).
(b) The record of the proceeding is

closed at the time the advisory
committee renders its advice or
recommendations or at any earlier time
specified by the committee or in other
sections in this chapter.

§ 14.75 Examination of administrative
record and other advisory committee
records.

(a) The administrative record and
other committee records are available
for public disclosure under Part 20,
except as provided in paragraph (b) of
this section, at the following times:

(1) The written information for
consideration by the committee at any
meeting: at the same time it is made
available to-the committee.

..... II
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(2) The transcript or recording of any
open portion of a meeting: as soon as it
is .available.

(3) The minutes of any open portion of
a nieeting- after they have been
approved by the committee and certified
by the chairman.

(4) The brief summary of any closed
portion of a meeting prepared under
§ 14.60(c): as soon as it is available.

(5) All written information or views
submitted to the committee at an open
portion of a meeting: as soon as they are
submitted.

(6) The minutes or portions thereof of
a closed portion of a meeting-

(I) For a matter not directed to be
maintained as confidential under
§ 14.22(h)(2): After they have been
approved by the committee and certified
by the chairman; and

(ii) For a matter directed to be
maintained as confidential under
§ 14.22(h)(2): After the advice or report
of the committee relevant to those
minutes or portions thereof is acted
upon by the Commissioner, or upon a
determination by the Commissioner that
such minutes or portions thereof-may be
made available for public disclosure
without undue interference with agency
or advisory committee operations.

(7) Formal advice or a report of the
committee: After it has been acted upon,
i.e.. approved, disapproved, or rejected
as inadequate, by the Commissioner, or
upon a determination by the
Commissioner that such formal advice
or report may be made available for
public disclosure without undue
interference with agency or committee
operations. Such formal advice or report
may be retained as confidential while it
is under active advisement.

(8) Any other committee records
relating to the matter, except transcripts
and recordings of closed portions of
meetings: After the advice or report of •
the committee relevant to those records
is acted upon by the Commissioner, or
upon a determination by the
Commissioner that the records may be
made available for public disclosure
without undue interference with agency
or committee operations.

(b) The following information
contained in the administrative record is
not available for public examination or
copying except as provided in I 12.32(g):

(1) Material provided to the committee
by FDA that is exempt from public
disclosure under Part 20 and the
regulations referenced there.

(2) Material provided to the advisory
committee by a person making a
presentation described in § 14.25(c) and
which is prohibited from public

disclosure under Part 20 and the
regulations referenced there.

(c) The Hearing Clerk (HFA-305) will
maintain a file for each committee
containing the following principal
records for ready access by the public.

(1) The committee charter.
(2) A list of committee members and

their curricula vitae.
(3) The minutes of committee

meetings.
(4) Any formal advice or report of the

committee.

Subpart E-Members of Advisory
Committees

§ 14.80 Qualifications for members of
standing policy and technical advisory
committees.

(a) Members of a policy advisory
committee-

(1) Shall have diverse interests.
education, training, and experience;
specific technical expertise is not a
requirement;

(2) Are special Government
employees subject to the conflict of
interest laws and regulations (the
Commissioner has determined that,
because members representing
particular interests, e.g., a representative
of labor, industry, consumers, or
agriculture, are included on advisory
committees specifically for the purpose.
of representing these interests, any
financial interest covered by 18 U.S.C.
208(a) in the class which the member
represents is irrelevant to the services
which the Government expects from
them and thus is hereby exempted under
18 U.S.C. 208(b) as too remote and
inconsequential to affect the integrity of
their services); and

(3) Shall be voting members.
(b) Technical advisory committee.
(1) Voting members of technical

advisory committees-
(i) Shall have expertise in the subject

matter with which the committee Is
concerned and have diverse
professional education, training, and
experience so that the committee will
reflect a balanced composition of
sufficient scientific expertise to handle
.the problems that come before it; and

(ii) Except for members of TEPRSSC,
are special Government employees
subject to the conflict of interest laws
and regulations.

(2) The Commissioner shall, when
required by statute, and may when not
required by statute, provide for '
nonvoting members of a technical
advisory committee to serve as
representatives of and liaison with
interested organizations. Nonvoting
members-

(i) Shall be selected by the interested
organizations, as provided in § 14.84;
technical expertise in the subject matter
with which the committee is involved is
not a requirement: and

(ii) May be special Government
employees subject to the conflict of
interest laws and regulations, except as
provided in § 14.84(e).

(c) A person may serve as a voting or
nonvoting member on only one FDA
advisory committee unless the
Commissioner determines in writing that
dual membership will aid the work of
the committees involved and is in the
public interest.

(d) Members of FDA advisory
committees, and the chairman, are
appointed from among those nominated*
under §§ 14.82 and 14.86 and from any
other sources by the Secretary, or, by- _
delegation of authority, by the Assistant
Secretary for Health, or the
Commissioner.

(e) Members appointed to an advisory
committee serve for the duration of the
committee, or until their terms of
appointment expire, they resign, or they
are removed from membership by the
Commissioner.

(0 A committee member may be
removed from membership for good
cause. Good cause includes excessive
absenteeism from committee meetings, a
demonstrated bias that interferes with
the ability to render objective advice,
failure to abide by the procedures
established in this subart, or Violation
of other applicable rules and
regulations, e.g., for nonvoting members,
the provisions of § 14.86(c).

(g) Consultants appointed under
§ 14.31(e) are not members of advisory
committees.

§ 14.82 Nominations of voting members of
standing advisory committees.

(a) The Commissioner will publish one
or more notices in the Federal Register
each year requesting nominations for
voting members of all existing standing
advisory committees. The notice will
invite the submission of nominations for
voting members from both individuals
and organizations.

(b) The notice announcing the
establishment of a new committee under
§ 14.40(b) will invite the submission of
nominations for voting members.

(c) A person may nominate one or
more qualified persons to an advisory
committee. Nominations will specify the
advisory committee for which the
nominee is recommended and will
include a complete curriculum vitae of
the nominee. Nominations are to state
that the nominee is aware of the
nomination, is willing to serve as a
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member. of the advisory committee, and
appears to have no conflict of interest
that would preclude membership.

(d) Voting members serve as
individuals and not as representatives of
any group or organization which
nominated them or with which they may
be affiliated.

§ 14.84 Nominations and selection of
nonvoting members of standing technical
advisory committees.

(a) This section applies when the
commissioner concludes that a technical
advisory committee should include
nonvoting members to represent and
serve as a liaison with interested
individuals and organizations.

(b) Except when the Commissioner
concludes otherwise, nonvoting
members of a technical advisory
committee are selected in accordance
with paragraphs (c) and (d) of this
section and are normally limited to one
person selected-by consumer groups and
organizations and one person selected
by industry groups and organizations.

(c) To select a nonvoting member to
represent consumer interests, except as
provided in paragraph (c)(5) of this
section, the Commissioner publishes a--.
notice in the Federal Register requesting
nominations for each specific
committee, or subcomrmittee, for which
nohvoting members are to be appointed.

(1) A period of 30 days will be
permitted for submission of nominations
for that committee or subcommittee.
Interested persons may nominate one or
more qualified persons to represent
consumer interests. Although -
nominations from individuals will be
accepted, individuals are encouraged to
submit their nominations through
consumer organizations as definedin
paragraph (c)(3) of this section.
Nominations of qualified persons for
general consideration as nonvoting
members of unspecified advisory
committees or subcommittees may be '
made at any time. All noninations are to
be submitted in writing to Office of
Consumer Affairs (HF-7), Food and
Drug Administration, Roof 15B--41,
5600 Fishers Lane, Rockville, MD 20857.

(2) A complete curriculum vitae of any
nominee is to be included. Nominations
must state that the nominee is aware of
the nomination, is willing to serve as a
nmember of an advisory committee, and
appears to have no conflict of interest.
The nomination must state whether a
nominee is interested only in a
particular advisory committee or
subcommittee, or whether the nominee
is interested in becoming a member of
any advisory committee or
subcommittee. Nominations that do not

comply-with the requirements of this
paragraph will not be considered.

(3) The Office of Consumer Affairs
will compile a list of organizations
whose-objectives are to promote,
encourage, and dontribute to the
advancement of consumer education
and to the resolution of consumer
problems. All organizations listed are
entitled to vote upon'the nominees. The
list will include organizations
representing the public interest,
consumer advocacy groups, and
consumer/health branches of Federal,
State, and local govenments. Any
organization that meets the criteria may
be included on such list on request.

(4) The executive secretary, or other
designated agency employee, will
review the list of nominees and select
three to five qualified nominees to be
placed on a ballot. Names not selected
will remain on a list of eligible nominees
and be reviewed periodically by the ,
Office of Consumer Affairs to determine
continued interest. Upon selection of the
nominees to be placed on the ballot, the
curriculum vitae for each of the
nominees will be sent to each ofthe
organizations on the list complied under
paragraph (c)(3) of-this section, together
with a ballot to be filled out and
returned within 30 days. After the time
for return of the ballots has expired, the
ballots will be counted and the nominee
who has received the highest number of
votes will be selected as the nonvoting
member-representing consumer interests
for that particula" advisory committee or
subcommittee. In the event of a tie', the
Commissioner will select the winner by
lot from among those tied foi the highest
number of votes.

(5) If a member representing consumer
interests resigns or is removed before
termination of the committee on.which
the member is serving, the following
procedures will be used to appoint a
replacement to serve out the term of the
former member:

(i) The Commissioner will appoint the
runner-up, in order of number of ballots
received, on the original ballot
submitted under paragraph (c)(4) of this
section to fill the vacancy. If the-runner-
up is no longer willing to serve as a
member, then the next runner-up will be
appointed.

(ii) If none of the nominees on the
original ballot is willing to serve, or if

'there was only one nominee on the
original ballot, the Office of Consumer
Affairs will contact by telephone eligible
individuals whose names have been
submitted in the past as candidates for
membership as representatives 6f
consumer interests. A list of persons
who are interested in serving on an

advis6ry committee will then be
prepared, The curricula vitae of those
persons, together with a ballot, will be
sent to a representative number of
consumer organizations that have boon
determined to be eligible to vote for
consumer representatives in accordance
with paragraph (c)(3) of this section.
After 4 days have elapsed, the Office of
Consumer Affairs will contact the
consumer organizations by teleplhone
and elicit their votes. The candidate
who has received the highest number of
votes will be selected. In the event of a
tie, the Commissioner will select the
winner by lot from among those tied for
the highest number of votes.

(d) To select a nonvoting member to
represent industry interests, the
Commissioner will publish, for each
committee for which the Commissioner
has determined to appoint a nonvoting
member, a notice requesting that, within
30 days, any industry organi.ation
interested in participating in the
selection of an appropriate nonvoting
member to represent industry interests
send a letter stating that interest to the
FDA employee designated In the notice,
After 30 days, a letter will be sent to
each organization that has expressed an
interest, attaching a complete list of all
such organizations, and stating that It Is
their responsibility to consult with each
other in selecting, within 60 days after
receipt of the letter, a single nonvoting

-member to represent industry Interests
for that committee. If no individual Is
selected withirl60 days, the
Commissioner will select the nonvoting
member representing industry interests.

(e) The Commissioner has determined
that, because nonvoting members
representing consumer and industry
interests are included on advisory
committees specifically for the purpose
of representing such interests and have
no vote, any financial interest covered
by 18 U.S.C. 208(a) in the class which.
the member represents is irrelevant to
the services the Government expects
from them and thus is hereby exempted
under 18 U.S.C. 208(b) as too remote and
inconsequential to affect the integrity of
their services.

§ 14.86 Rights and responsibilities of
nonvoting members of advisory
committees.

(a) A nonvoting member of an
advisory committee selected to
represent and serve as a liaison with
interested individuals, associations, and
organizations has the same rights as any
other committee member except that-

(1) A nonvoting member may vote
only on procedural matters such as
additional rules adopted under
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§ 14.39(a), approval of minutes under
§ 14.60(a), decisions on transcripts under
§ 14.61(b), and future meeting dates;

(2) A nonvoting member who is a
representative of industry interest may
have access to data and information
that constitute a trade secret or
confidential commercial or financial
information as defined in § 20.61 only if
the person has been appointed as a
special Government employee under
§ 14.80(b).

(b) a nonvoting member of an
advisory committee is subject to, and
shall abide by, all rules and regulations
adopted by FDA and the committee.

(c) It is the responsibility of the
nonvoting consumer and industry
members of an advisory committee to
represent the consumer and industry
interests in all deliberations.

(1) A nonvoting member does not
represent any particular organization or
group, but rather represents all
interested persons within the class
which the member is selected to
represent. Accordingly, an interested
person within the class represented by
that nonvoting member may, upon

--request, have access to all written-
statements or oral briefings concerning
the committee prepared by the
nonvoting member for distribution to
any person outside the committee.
When documents are prepared with
non-Government funds, persons desiring
copies may be required to pay a
reasonable fee to cover printing and
similar costs.

(2) The nonvoting member reviews all
official committee minutes to assure
their completeness and accuracy.

(3) The nonvoting member acts as a
liaison between the committee and the
interested persons whom that member
represents, and transmits requests for
information from.-the committee and
relevant information and views to the
committee. The nonvoting member takes
the initiative in contacting interested
persons whom the member represents to
seek out relevant information and views
and to relate the Progress of the
advisory committee.

(4) A nonvoting industry member
represents all members of the industry,
and not any particular association,
company, product, or ingredient If a
matter comes before the committee that
directly or indirectly affects the
company employing the nonvoting
.industry member, the member shall so
inform the committee but need not be
absent during the discussion or decline
to participate in the discussion, a
nonvoting industry member may not
discuss the company's position as such,
but may discuss any matter in general

terms. All presentations and discussions
of scientific data and their interpretation
on behalf of a company will occur in
open session, except as provided in
§ 14.25(c).

(5) A nonvoting member of an
advisory committee may not make any
presentation to that advisory committee
during a hearing conducted by that
committee.

(6] Although a nonvoting member
serves in a representative capacity, the
nonvoting member shall exercise
restraint in performing such functions
and may not engage in unseemly
advocacy or attempt to exert undue
influence over the other members of the
committee.
- (d) A nonvoting member of an
advisory committee may be removed by

-the Commissioner for failure to comply
with this section as well as § 14.80ff).

§ 14.90 Ad hoc advisory committee
members.

In selecting members of an ad hoc
advisory committee, the Commissioner
may use the procedures in §§ 14.82 and
14.84 or any.other procedure deemed
appropriate.
§ 14.95 Compensation of advisory
committee members.

(a] All voting advisory committee
members shall, and nonvoting members
"may: (1) Be appointed as special
Government employees (except for
members of TEPRSSC), and (2) receive a
consultant fee and be reimbursed for
travel expenses, including per diem in
lieu of subsistence, unless such
compensation and reimbursement are
waived.

(b) Notwithstanding the member's
primary residence, an advisory
committee member, white attending
meetings of the full committee or a
subcommittee, will be paid whether the
meetings are held in the Washington,
D.C., area or-elsewhere.

(c) A committee member who
participates in any agency-directed
assignment will be paid at an hourly
rate when doing assigned work at home,
a place of business, or in an FDA facility
located within the member's commuting
area, and at a daily rate when required
to travel outside of that commuting area
to perform the assignment A committee
member will not be paid for time spent
on normal preparation for a committee
meeting.

(1) An agency-directed assignment is
an assignment that meets the following
criteria:

. (i) An activity that requires -
undertaking a definitive study. The
activity must produce a tangible end

product, usually a written report.
Examples are (a) an analysis of the risks
and benefits of the use of a class of
drugs or a report on a specific problem
generated by an IND or NDA: (b) the
performance of similar investigations or
analysis of complex industry
submissions to support advisory
committee deliberations other than
normal meeting preparation; (c) the
preparation of a statistical analysis
leading to an estimate of toxicologically
safe dose levels; and [d] the design or
analysis of animal studies of toxicity,
mutagenicity, teratogenicity, or
carcinogenicity.

(ii) The performance of an IND or
NDA review or similar review.

(2) A committee member who
undertakes a special assignment. the
end product of which does not represent
the end product of the advisory
committee, but rather of the committee
member's own assignment, can be
compensated. Should this preparatory
work by members collectively result in
an end product of the committee, this is
to be considered normal meeting
preparation and committee members are
not to be compensated for this work.

(d) Salary while in travel status is
authorized when a committee member's
ordinary pursuits are interrupted for the
substantial portion of an additional day
beyond the day or days spent in
performing those services, and as a
consequence the committee member
loses some regular compensation. This
applies on weekends and holidays if the
special Government employee loses
income that would otherwise be earned
on that day. For travel purposes, a
substantial portion of a day is defined
as 50 percent of the working day,. and
the traveler will be paid at a daily rate.

.Subpart F-Standing Advisory
Committees

§ 14.100 Ust of standing advisory
committees.

Standing advisory committees and the
dates of their establishment are as
follows:

(a) Office of the Commissioner, Board
of Tea Experts. (1) Date established-
March 2,1897.

(2) Function: Advises on
establishment of uniform standards of
purity, quality, and fitness for
consumption of all tea imported into the
United States under 21 U.S.C. 42.

(b) Bureau of Biologics-(l] Advisory
review panels for biological products,
and the dates of their establishment are
as follows:

[i] Allergenic Extracts Panel
Established August 24,1973.
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(ii) Blood and Blood Derivatives
Panel, 1stablished August 24, 1973.

(2) Function: Review and evaluate
available data on the safety and
effectiveness of biological products.

(c) Bureau of Drugs-(1) Anesthetic'
and Life Support Drugs Advisory
Committee. (i) Date established: May 1,
1978.-

-(ii) Function: Reviews'and evaluates
available data on the safety and
effectiveness of marketed and
investigational prescription drugs for
use in the field of anesthesiology and
surgery.

(2) Anti-Infective and Topical Drugs
Advisory Committee. (i) Date
established: April 10, 1978.

(ii] Function: Reviews and evaluates
available data on the safety and
effectiveness of marketed and
investigational prescription drugs for
use in infectious diseases,
dermatological disorders, and ocular
disease.

(3) Arthritis Advisory Committee. (i)
Date established: April 5, 1974.

(ii) Function: Reviews and evaluates,
available data onthe safety and
effectiveness of marketed and
investigational prescription drugs for
use in arthritic conditions.

(4) Cardiovascular and Renal Drugs
Advisory Committee. (i) Date
established: August 27, 1970.

(ii) Function: Reviews and evaluates
available data on the safety and
effectiveness of marketed and
investigational prescription drugs for
use in cardiovascular and renal
disorders. 1

(5) Drug Abuse Advisory Committee.
(i) Date established: May 31, 1978:

(ii) Function: Advises on the scientific
and medical evaluation of information
gathered by the Department of Health,
Education, and Welfaie and the
Department of Justice on the safety,
efficacy, and abuse potential of drugs
and recommends actions to be taken on
the marketing, investigation, and control
of such drugs.

(6) Endocrinologic and Metabolic
Drugs Advisory Committee. (i) Date
established: August 27, 1970.

(ii) Function: Reviews and evaluates
available data on the safety and
effectiveness of marketed and
investigational prescription drugs for,
use in endocrine and metabolic
disorders.

(7) Fertility and Maternal Health.
Drugs Advisory Committee. (i) Date
established: March 23, 1978.

(ii) Function: Reviews and evaluates
available data on the safety and
effectiveness of marketed and

-investigational prescription drugs for

use in the practice of obstetrics and
gynecology.

(8) Gastrointestinal Drugs Advisory
Committee. (i) Date established: March
3, 1978.

(ii) Filnction: Reviews and evaluates
available data on the safety and

* effectiveness of marketed and
investigational prescription drugs for
use in gastrointestinal diseases.

* (9) Oncologic Drugs Advisory
Committee. (i) Date established:
September 21, 1978.

(ii) Function: Reviews and evaluates
available data on the safety and
effectiveness of marketed and
investigational prescription drugs for
use in the treatment of cancer.

(10) Peripheral and Central Nervous
System Drugs Advisory Committee. (i)
Date established: June 4, 1974.

(ii) Function: Reviews and evaluates
available data on the safety and
effectiveness of marketed and
investigational prescription drugs for
use in neurologic disease.

(11) PsychopharmacologicJDrugs
Advisory Committee. (i) Date
established: June 4,1974.

(ii) Function: Reviews and evaluates
available data on the safety and
effectiveness of marketed and
investigational prescription drugs for
use in the practice of psychiatry and
related fields.

(12) Pulmonary-Allergy Drugs
Advisory Committee (i) Date
established: February 17, 1972.

(ii) Function: Reviews and evaluates
available data on the safety'and
effectiveness of marketed and
investigational prescription drugs for
use in the treatment of pulmonary
disease and diseases with allergic and/
or immunologic mechaisms.

(13) RadiopharmaceuticalDrugs
Advisory Committee. (i) Date
established: August 30, 1967.

(ii) Function: Reviews and.evaluates
available data on the safety and
effectiveness of marketed and
investigational prescription drugs for
use in the practice of nuclear medicine.

(14) Advisory review panels for over-
the-counter (OTC) drugs. (i) Dates
established-(a) Antimicrobial Panel.
Established March 16,1972;

(b) Oral Cavity Panel. Established
July 16, 1973; .

(c) Miscellaneous Internal Drug
Products Panel. Established July 16,
1973; and - .

'(d) Miscellaneous External Drug
Products Panel. Established July 16,
1973.

(ii) Function: Review and evaluate
available data on the safety and

effectiveness of nonprescription drug
products,

(d) Burea6 of Medical Devices, (1)
Advisory panels for medical devices,
and the dates of their *establishment are
as follows:

(i) Circulatory Systems Devices Panel,
Established April 28,1978.

(ii) Clinical Chemistry and
Hematology Devices Panel. Established
April 28, 1978.

(iii) General Medical Devices Panel.
Established April 28, 1978.

(iv) Immunology and Microbiology
Devices Panel. Established April 28,
1978.

(v) Obstetrics-Gynecology and
Radiologic'Devices Panel. Established
April 28, 1978.

(vi) Ophthalmic; Ear, Nose, and
Throat; and Dental Devices Panel.
Established April 28,1978.

(vii) Respiratory and Nervdus System
Devices Panel. Established April 28,
1978.

(viii) Surgical and Rehabilitation
Devices Panel. Established April 28,
1978.

(2) Function: Review and evaluate
available data on the safety and
effectiveness of devices currently in use
and make recommendations for their
regulation.

(3) Device Good Manufacturing
Practice Advisory Committee. (i) Date
established: August 12, 1970,

(ii) Function: Reviews proposed
regulations for good manufacturing
practices governing the methods used in,
and the facilities and controls used for,
the manufacture, packirig, storage, and
installation of devices, and makes
recommendations on the.feasibllity and
reasonableness of the proposed
regulations.

(e) Bureau of Radiological Health-()
Medical Radiation Advisory Committee.
'(i) Date established: October 31,1963.

(ii) Function: Advises on the
formulation of policy and development
of a coordinated program for the
application of ionizing radiation in the
healing arts.

(2) Technical Electronic Product
Radiati6n Safety Standards Committee,
(i) Date established: October 18, 19608,

(ii) Function: Advises on technical
feasibility, reasondbleness, and
practicability of performance standards
for electronic products to control the
emission of radiation under 42 U.S.C.
263f(f)(1)(A),

() National Centerfor Toxicological
Research, Science Advisory Board. (I)
Date established: June 2, 1973.

(2) Function: Advises on
establishment and implementdtion of a
research program that Will ausist the
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Commissioner of Food and Drugs and
the Administrator, Environmental
Protection Agency, in fulfilling their
regulatory responsibilities.

Subpart G-Technical Electronic
Products Radiation Safety Standards
Committee

§ 14.120 Establishment of the Technical
Electronic Product Radiation Safety
Standards Committee (TEPRSSC).

The Technical Electronic Product
Radiation Safety Standards Committee
(TEPRSSC), consisting of 15 members, is
established in accordance with the
Radiation Control for Health and Safety
Act of 1968 (42 U.S.C. 263f(f)(1)IA)) to
provide consultation before the
Commissioner prescribes any
performance standard for an electronic
product.

§ 14.122 Functions of TEPRSSC.
(a) In performing its function of

advising the Commissioner, TEPRSSC-
(1) May propose electronic product

radiation safety standards to the
Commissioner for consideration:

(2) Provides consultation to the
Commissioner on all performance
standards proposed for consideration
under 42 U.S.C. 263fP and

(3) May make recommendations to the
Commissioner on any other matters it
deems necessary or appropriate in
fulfilling the purposes of the act.

(b) Responsibility for action on
performance standards under 42 U.S.C.
263f rests with the Commissioner, after
receiving the advice of TEPRSSC.

§ 14.125 Procedures of TEPRSSC.

[a) When the Commissioner is
considering promulgation of a
performance standard for an electronic
product, or an amendment of an existing
standard, before issuing a proposed
regulation in the Federal Register the
Commissioner will submit to TEPRSSC
the proposed standard or amendment
under consideration, together with other
relevant information to aid TEPRSSC in
its deliberations.

(b) The agenda and other material to
be considered at any meeting will be
sent to members whenever possible at
least 2 weeks before the meeting.

(c) Ten members constitute a quorum.
provided atleast three members are
present from each group specified in 42
U.S.C. 263f(f)(1)(A) and in § 14.127(a),
i.e., Government. industry, and the
public.

(d) The chairman of TEPRSSC will
ordinarily submit a report to the
Commissioner of the committee's
consideration of any proposed
performance standard for an electronic

product within 60 days after
consideration. If the chairman believes
that more time is needed. the chairman
will inform the Director of the Bureau of
Radiological Health in writing, in which
case an additional 30 days will be
allowed to make the report.

(e) Sections 14.1 through 14.7 apply to
TEPRSSC, except where other
provisions are specifically included in
§ § 14.120 through 14.130.

§ 14.127 Membership of TEPRSSC.
(a) The Commissioner will appoint the

members after consultation with public
and private organizations concerned
with the technical aspect of electronic
product radiation'safety. TEPRSSC
consists of 15 members, each of whom is
technically qualified by training and
experienced in one or more fields of
science or engipeering applicable to
electronic product radiation safety, as
follows:

(1) Five members selected from
government agencies, including State
.and Federal Governments.

(2) Five members selected from the
affected industries after consultation
with industry representatives.

(3) Five members selected from the
general public, of whom at least one
shall be a representative of organized
labor.

(b) The Commissioner will appoint a
committee member as chairman of
TEPRSSC.

(c) Appointments of members are for
a term of 3 years or as specified by the
Commissioner.

(1) The chairman is appointed for a
term concurrent with the chairman's
term as a member of TEPRSSC. If the
chairmanship becomes vacant without
adequate notice, the executive secretary
may appoint a committee member as
temporary chairman pending
appointment of a new chairman by the
Commissioner.

(2] Members may not be reappointed
for a second consecutive full term.

(d) A person otherwise qualified for
membership is not eligible for selection
as a member of TEPRSSC from
Government agencies or the general
public if the Commissioner determines
that the person does not meet the
requirements of the conflict of interest
laws and regulations.

(e) Retention of membership is
conditioned upon the following:

(1) Continued status as a member of
the group from which the member was
selected as specified in paragraph (a) of
this section.

(2) Absence of any conflict of interest
during the term of membership as

specified in paragraph (d) of this
section.

(3) Active participation inTEPRSSC
activities.

(f) Appointment as a member of
TEPRSSC is conditioned on certification
that the prospective member:.

(1) Agrees to the procedures and
criteria specified in this subpart.

(2) Has no conflict of interest as
specified in paragraph (d) of this
section.

(3) Will notify the executive secretary
of TEPRSSC before any change in
representative status on TEPRSSC
which may be contrary to the conditions
of the appointment.

(g) Members of TEPRSSC who are not
full-time officers or employees of the
United States receive compensation
under § 14.95, in accordance with 42
U.S.C. 210(c).
§ 14.130 Conduct of TEPRSSC meeting;,

availability of TEPRSSC records.

(a) In accordance with 42 U.S.C.
263f(f)(1]B), all proceedings of
TEPRSSC are recorded, and the record
of each proceeding is available for
public inspection.

(b) All proceedings of TEPRSSC are.
open except when the Commissioner
has determined. under § 14.27. that a
portion of a meeting may be closed.

Subpart H--Color Additive Advisory
Committees
§ 14.140 Establishment of a color additive

advisory committee.

The Commissioner will establish a
color additive advisory committee under
the following circumstances:

(a) The Commissioner concludes, as a
matter of discretion, that it would be in
the public interest for a color additive
advisory committee to review and make
recommendations about the safety of a
color additive on which important issues
are pending before FDA and for
interested perons to present
information and views at a oral public
hearing before a color additive advisory
committee.

(b) There is an issue arising under
section 706(b)(5) (B] of the act concerning
the safety of a color additive, including
its potential or actual carcinogenicity,
that requires the exercise of scientific
judgment and a person who would be
adversely affected by the issuance,
amendment, or repeal of a regulation
listing a color additive requests that the
matter, or the Commissioner as a matter
of discretion determines that the matter
should, be referred to a color additive
advisory committee.
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(1) Paragraph (b) does'not apply to
any issue arising under the transitional
provisions in section 203 of the Color
Additive Amendments of 1960 relating
to provisional listing of commercially
established colors. A color additive
advisory committee to consider any
such matter will be established under
paragraph (a) of this section.

(2] A request for establishment of a
color additive advisory committee is'to
be made in accordance with § 10.30. The
Commissioner may defiy any petition if
inadequate grounds are stated for
establishing a color additive advisory
committee. A request for establishment
of a color additive advisory committee
may not rest on mere allegations or
denials, but must set forth specific facts
showing that there is a genuine and
substantial issue of fact that requires
scientific judgment and justifies a
hearing before a color additive advisory
committee. When it conclusively
appears from the request for a color.
additive adrisory committee that the
matter is premature or that it does not
involve an issue arising under section
706(b)(5)(B) of the act or that there is no
genuine and substantial issue of fact
requiring scientific judgment, or for any
o.ther reason a color additive advisory
committee is not justified, the_
Commissioner may deny the
establishment of a color additive
advisory committee.

(3) Establishment of a color additive
advisory committee on the request of an
interested person is conditioned upon
receipt of the application fee specified in
§ 14.155.

.(4) Any person adversely affected
may request referral of the matter to a
color additive advisory committee at
any time before, or within 30 days after,
publication of an order of the
Commissioner acting upon a color
additive petition or proposal.

§ 14.142 Functions of a color additive
advisory committee.

(a] A color additive advisory
committee reviews all available
information relating to the matter
referred to it, including all information
contained in any pertinent color
additive petitioh and in FDA files. All
information reviewed is placed on
public display and is available for
review at the office of the Hearing Clerk.

(b) The Commissioner.specifies to the'
color additive advisory committee, in
writing, the issues on which review and
recommendations are requested.

(c) The date of the first meeting of a.
color additive advisory committee,
following receipt of the administrative
record by each of the committee

members, is designated as the beginning
of the period allowed for consideration
of the matter by the committee. Within
60 days after the first meeting, unless
the time is extended as provided in
paragraph (d) of this section, the
chairman of the committee shall certify
to the Commissioner the report
containing the recommendations of the
committee, including any minority
report. The report states the
recommendations of the committee and
the reasons or basis for them. The report
includes copies of all material
considered by the committee in addition,
to the administrative record furnished to
it.

(d) If the chairman concludes that the
color additive advisory committee needs
additional time, the chairman shall so
inform the Commissioner in writing and
may certify the report of the committee
to the Commissioner within 90 days
instead of 60 days.

(e) More than one matter may be
handled concurrently by a color additive
advisory committee.
§ 14:145 Procedures of a color additive
advisory committee.

(a) A color additive advisory
committee is subject to all the
requirements of the Federal Advisory
Committee Act and this part.

(b) All interested persons have a right
to consult with the color additive
advisory committee reviewing a matter
and to submit infdrmation and views to
a color additive advisory committee, in
accordance with the procedures in this
part.

§'14.147 Membership of a color additive
advisory committee.

(a) The members of a color additive
advisory committee are selected in the
following manner:

(1) If a color additive-advisory
committee is established for purposes
that do not include review of an issue
arising under section 706(b)(5)(B) of the
act, or is established on the initiative of
the Commissioner, the Commisiioner
may use the procedure in paragraph
(a)(2) of this section to select the
members or may uIse an existing
standing advisory committee listed in
§ 14.100, or may establish a new
advisory committee under this subpart.
Once the Commissioner has established
a color additive advisory committee
under, this paragraph and has referred to
it a matter relating to a color additive,
no interested person may subsequently
request that an additional or different
color additive advisory committee be
established to review and make

recommendations about that color
additive.

(2) If the Commissioner established a
color additive advisory committee to
review an issue arising under section
706(b)(5)(B) of the act on the request of
an interested person, it shall be
established under the following
requirements:

(i) Except as provided in paragraph
(a)(2) (ii) and (iii) of this section, the
Commissioner will request the National
Academy of Sciences to select the
members of a color additive advisory
committee from among experts qualified
in the subject matter to be reviewed by
the committee, apd of 'adequately
diversified professional backgrounds,
The Commissioner will appoint one of
the members as the chairman.

(ii) If the National Academy of
Sciences is unable or refuses to select
the members of a color additive
advisory committee, the Commissioner
will select the members.

(iii) If the Commissioner and the
requesting party agree, section
706(b](5)(D) of the act may be waived
and the matter may be referred to any
standing advisory committee listed in
§ 14.100 or to any advisory committee
established under any other procedure
that is mutually agreeable. Once the
Commissioner has established a color
additive advisory committee and has
referred to it a matter relating to a color
additive, no interested person may
subsequently request that an additional
or different color additive advisory
committee be established to review and
make recommendations about that color
additive.

(b] Members of a color additive
advisory committee are subject to the
requirements of the Federal Advisory
Committee Act and this subpart, except
that no member of a color additive
advisory committee may by reason of
such membership alone be a special
government employee or be subject to
the conflict of interest laws and
regulations.

§ 14.155 Fees and compensation
pertaining to a color additive advisory
committee.

(a] When a matter Is referred t a
color additive advisory committee, all
related costs, including personal
compensation of committee members,
travel, materials, and other costs, are
borne by the person requesting the
referral, such costs to be assessed on the
basis of actual cost to the government,
The compensation of such costs includes
personal compensation of committee
members at a rate not to exceed $128.80
per member per day.
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(b) In the case of a request for referral
to a color additive advisory committee a
special advance deposit is to be made in
the amount of $2,500. Where required,
further advances in increments of $2,500
each are to be made upon request of the
Commissioner. All deposits for referrals
to a color additive advisory committee
in excess of actual expenses will be
refunded to the depositor.

(c) All deposits and fees required by
this section are to be paid by money
order, bank draft, or certified check
drawn to the order of the Food and Drug
Administration, collectable at par in
Washington, DC. All deposits and fees
are to be forwarded to the Associate
Commissioner for Management and
Operations, Food and Drug
Administration. 5600 Fishers Lane
Rockville, MD 20857, and after
appropriate record of them is made, they
will be transmitted to the Treasurer of
the United States for deposit in the
special account "Salaries and Expenses,
Certification, Inspection, andOther
Services, Food and Drug
Administration."

(d) The Commissioner may waive or
refund such fees in whole or in part
when, in the Commissioner's judgment,
such action will promote the public.
interest. Any person who believes that
payment of these fees will be a hardship
may petition the Commissioner under
§ 10.30 to waive or refund the fees.

Subpart I-Advisory Committees for
Human Prescription Drugs

§ 14.160 Establishment of standing
technical advisory committees for human
prescription drugs.

The standing technical advisory
committees for human prescription
drugs are established to advise the
Commissioner.

(a) Generally on the safety and
effectiveness, including the labeling and
advertising, and regulatory control of
the human prescription drugs falling
within the pharmacologic class covered
by the advisory committee and on the
scientific standards appropriate for a
determination of safety and
effectiveness in that class of drugs.

(b] Specifically on any particular
matter involving a human prescription
drug pending before FDA. including
whether the available information is
adequate to support a determination
that-

(1) A particular IND study may
properly be conducted;

(2) A particular drug meets the
statutory standard for proof of safety
and effectiveness necessary for

approval or continued approval for
marketing; or

(3) A particular drug is properly
classified as a new drug, an old drug. or
a banned drug.

§ 14.171 Utilization of an advisory
committee on the Initiative of FDA.

(a) Any matter involving a human
prescription drug under review within
the agency may, in the discretion of the
Commissioner, be the subject of a public
hearing and continuing or periodic
review by the appropriate standing
technical advisory committee for human
prescription drugs. The Commissioner's
determinations on the agenda of the
committee are based upon the priorities
of the various matters pending before
the agency which fall within the
pharmacologic class covered by that
committee.

(H]High priority for such hearing and
review by the appropriate standing
technical advisory committee for human
prescription drugs are given to the
following types of human prescription
drugs:.
' (1) Investigational drugs which are
potential therapeutic advances over
currently marketed products from the
standpoint of safety or effectiveness, or
which pose significant safety hazards, or
which present narrow benefit-risk
considerations requiring a close
judgmental decision on approval for
marketing. or which have a novel
delivery system or formulation, or which
are the subject of major scientific or
public controversy, or which may be
subject to special regulatory
requirements such as a limitation on
clinical trials, a patient followup
requirement, postmarketing Phase IV
studies, distributional controls, or boxed
warnings.

(2] Marketed drugs for which an
important new use has been discovered
or which pose newly discovered safety
hazards, or which are the subject of
major scientific or public controversy, or
which may be subject to important
regulatory actions such as withdrawal
of approval for marketing, boxed
warnings, distributional controls, or
newly required scientific studies.

(c) The committee may request the
Commissioner for an opportunity to hold
a public hearing and to review any
matter involving a human prescription
drug which falls within the
pharmacologic class covered by the
committee. The Commissioner may,
after consulting with the committtee on
such request grant or deny the request
in light of the priorities of the other
matters pending before the committee.
Whenever feasible, consistent with the

other work of the committee, the request
will be granted.

(d) For a drug that meets any of the
criteria established in paragraph (b) of
this section. one or more members of or
consultants to the appropriate advisory
committee may be selected for more
detailed monitoring of the matter and
consultation with FDA on behalf of the
committee. The member or consultant
may be invited to attend appropriate
meetings and shall assist the bureau in
any briefing of the committee on that
matter.

(e) An advisory committee may obtain
advice and recommendations from other
agency advisory committees,
consultants, and experts which the
advisory committee and the bureau
conclude would facilitate the work of
the advisory committee.

(f) Presentation of all relevant
information about the matterwill be
made in open session unless it relates to
an IND the existence of which has not
previously been disclosed to the public
as defined in § 20.81 oris otherwise
prohibited from public disclosure under
part 20 and the regulations referenced
therein. Sections 314.14,431.71. and
601.51 determine whether, and the
extent to which, relevant information
may be made available for public
disclosure, summarized and discussed in
open session but not otherwise made
available for public disclosure, ornot in
any way discussed or disclosed in open
session or otherwise disclosed to the
public.

§ 14.172 Utilization of an advisory
committee at the request of an Interested
person.

Any interested person may request.
under § 10.30, that a specific matter
relating to a particular human
prescription drug be sibniitted to an
appropriate advisory committee for a
hearing and review and
recommendations. The request must
demonstrate the importance of the
matter and the reasons why it should be
submitted for a hearing at that time. The
Commissioner may grant or deny the
request.

§ 14.174 Advice and recommendations in
writing.

Advice and recommendations given
by a committee on a specific drug or a
class of drugs are ordinarily in the form -
of a written report. The report may
consist of the approved minutes of the
meeting or a separate written report..
The report responds to the specific
issues or questions which the
Commissioner has addressed to the
advisory committee, and states the basis
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of the advice and recommendations of
the committee.

PART 15-PUBLIC HEARING BEFORE
THE COMMISSIONER N

Subpart A-General Provisions
Sec.
15.1 Scope.

Subpart B-Procedures for Public Hearing
Before the Commissioner
15.20 Notice of a'public hearing before the

Commissioner
15.21 Notice of participation; schedule for

hearing.
15.25 Written submissions.
15.30 Conduct of a public hearing before thE

Commissioner.
Subpart C-Records of a Pubile Hearing
Before the Commissioner.
15.40 Administrative record.
15.45 Examination of administrative record,

Authority: Sec. 201 et seq., Pub. L. 717, 52
Stat. 1040 as amended (21 U.S.C. 321 et seq.):
sec. I et seq., Pub. L. 410, 58 Stat. 682 as'
amended (42 U.S.C. 201 et seq.; sec. 4, Pub. I
91-513, 84 Stat. 1241 (42 U.S.C. 257a); sec. 301
et seq., Pub. L. 91-513, 84 Stat. 1253 (21 U.S.C
821 et seq.); sec. 409(b), Pub. L. 242, 81 Stat.
600 (21 U.S.C. 679(b)]; sec. 24(b), Pub. L. 85-
172, 82 Stat. 807 (21 U.S.C. 47f(b)); sec. 2 et
seq., Pub. L. 91-597, 84 Stat. 1620 J[21 U.S.C.
1031 et seq.; secs. 1 through 9, Pub. L. 625, 44
Stat. 1101-1103 as amended (21 U.S.C. 141-
149);.secs. I through 10, Chapter 358, 29 Stat.
604-607 as amended (21 U.S.C. 41-50]; sec. 2
et seq., Pub. L 783, 44 StaL 1406 as amended
(15 U.S.C. 401 et seq.): sec. 1 et seq., Pub. L. -
89-755, 80 Stat. 1296 as amended (15 U.S.C.
1451 et seq.).

Subpart A-General Provisions

§ 15.1 Scope.-
The procedures in this part apply

when:
(a) The Commissioner concludes, as a

matter of discretion, that it is in the
public interest to permit-persons to
present information and views at a
public hearing on any matter pending
before the Food and Drug
Administation.

(b) The act or regulation specifically
provides for a-public hearing before the
Commissioner on a matter, e.g.,
§ 330.10(a)(8) relating to over-the-

* counter drugs and sections 520 (b) and
(f)(1)B), and 521 of the act relating to
proposals to allow persons to order
custom devices, to proposed device
good manufacturing practice regulations
and to proposed exemptions from
preemption of State and local device
requirements under § 808.25(e).

(c) A person who has right to an.
opportunity for a formal evidentiary
public hearing under Part 12 waives that
opportunity and instead requests under

§ 12.32 a public hearing before the
Commissioner, and the Commissioner,
as a matter of discretion, accepts the
request.

Subpart B-Procedures for Public
Hearing Before the Commissioner

§ 15.20 Notice of a public hearing before
the Commissioner.

(a) If the Commissioner determines
that a public hearing should be held on a
matter, the Commissioner will publish a
notice of hearing in the Federal Register
setting forth the following information:

(1) If the hearing is under § 15.1 (a) or
(b), the notice will state the following:
. (i) The purpose of the hearing and the

subject matter to be considered. If a
written document is to be the subject
matter of the hearing; it will be
published as part of the notice, or
reference made to it if it has already
been published in the Federal Register,
or the notice will state that the
document is available from an agency
office identified in the notice.

(iif The time, date, and place of the
hearing, ,or a statement that the
information will be contained in a
subsequent notice.,

(2) If the hearing is in lieu of a formal
evidentiary public hearing under
§ 15.1(c)- all of the information
described in § 12.32(e).

(b) The scope of the hearing is
determined by the notice of hearing and
any regulation under which the hearing
is held. If a regulation, e.g.,
§ 330.10(a)(10), limits a hearing to
review of'an existing administrative
record, information not already in the
record may not be considered at the
hearing.

(c) The notice'of hearing may require
participants to submit the text of their
presentations in advance of the hearing
if the Commissioner determines that
advance submissions are necessary for
the panel to formulate useful questions
to be posed at the hearing under
§ 15.30(e). The notice may provide for
the submission of a comprehensive
outline as an alternative to the.
submission of the text if the
Commissioner determines-that
submission of an outline will be
sufficient.

§ 15.21 Notice of participation; schedule
for hearing.

(a) The notice of hearing will provide
persons an opportunity to file a written
notice of participation with the Hearing
Clerk within a specified period of time
containing the information specified in
the notice, e.g., name of participant,
address, phone number, affiliation, if_

any, topic of presentation and
approximate amount of time requested
for the presentation. If the public
interest requires, e.g., a hearing is to be
conducted within a short period of time
or is to be primarily attended by
individuals without an organizational
affiliation, the notice may name a
specific FDA employee and telephone
number to whom an oral notice of
participation may be given or provide
for submitting notices of participation at
the time of the hearing. A written or oral
notice of participation must be received
by the designated person by the close of
business of the day specified in the
notice.

(b) Promptly after expiration of the
time for filing a notice, the
Commissioner will determine the
amount of time allotted to each person
and the approximate time'that oral
presentation is scheduled to begin, If
more than one hearing is held on the
same subject, a person will ordinarily be
allotted time for a presentation at only
one hearing.

(c) Individuals and organizations with
common interests are urged to
consolidate or coordinate their
presentations and to request time for a
joint presentation. The Commissioner
may require joint presentations by
persons with common interests.
' (d) The Commissioner will prepare a

hearing schedule showing the persons
making oral presentations and the time
alloted to each person, which will bd
filed with the Hearing Clerk and mailed
or telephoned before the hearing to each
participant.

(e) The hearing schedule will state
whether participants must be present by
a specified time to be sure to be heard in
case the absence of participants
advances the schedule.

§ 15.25 Written submissions.
A person may submit information or

views on the subject of the hearing in
writing to the Hearing Clerk, under
§ 10.20. The record of the hearing will
remain open for 15 days after the
hearing is held for any additional
written submissions, unless the notice of
the hearing specifies otherwise or the
presiding officer rules otherwise.

§ 15.30 Conduct of a public hearing
before the Commissioner.

(al The Commissioner or a designee
may perside at the hearing, except
where a regulation provides that the
Commissioner will preside personally.
The presiding officer may be
accompanied by other FDA employees
or other Federal Government employees
designated by the Commissioner, who
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may serve as a panel in conducting the
hearing.

(b) The hearing will be transcribed.
(c) Persons may use their alloted time

'in whatever way they wish, consistent
with a reasonable and orderly hearing.
A person may be accompanied by any
number of additional persons, and may
present any written information or
views for inclusion in the record of the
hearing, subject to the requirements of
§ 15.25. The presiding officer may allot
additional, time t6 any person when the
officer concludes that it is in the public
interest, but may not reduce the time
alloted for any person without the
consent of the person.

(d) If a person is not present at the
time specified for the presentation, the
persons following will appear in order,
with adjifstments for those appearing at
their scheduled time. An attempt will be
made to hear any person who is late at
the conclusion of the hearing. Other
interested persons attending the hearing
who did not request an opportunity to
make an oral presentation will be given
an opportunity to make an oral
presentation at the conclusion of the
hearing, in the discretion of the
presiding officer, to the extent that time
permits.

(e] The presiding officer and any other
persons serving on a panel may question
any person during or at the conclusion
of the presentation. No other person
attending the hearing may questiod a
person making a presentation. The
presiding officer may, as a matter of
discretion, permit questions to be
submitted to the presiding officer or
panel for response by them or by
persons attending the hearing.

(f) The hearing is informal in nature,
and the rules of evidence do not apply.
No motions or objections relating to the
admissibility of information and views
may be made or considered, but other
participants may comment upon or rebut
al such information and views. No
participant may interrupt the
presentation of another participant at
any hearing for any reason.

(g) The hearing may end early only if
all persons scheduled for a later
presentation have already appeared or it
is past the time specified in the hearing
schedule, under § 15.21(e), by which
participants must be present.

(h) The Commissioner or the presiding
officer may, under § 10.19, suspend,
modify, or waive any provision of this
part.

Subpart C-Records of a Public
Hearing Before the Commissioner

§ 15.40 Administrative record.

(a) The administrative record of a
public hearing before the Commissioner
consists of the following:

(1) All relevant Federal Register
notices, including any documents to
which they refer.

(2) All written submissions under
§ 15.25.

(3) The transcript of the oral hearing.
(b) the record of the administrative

proceeding will be closed at the time
specified in § 15.25.

§ 15.45 Examination of administrative
record.

Section 10.20(j) governs the
availability for public examination and
copying of each document in the
administrative record of the hearing.

" PART 16-REGULATORY HEARING
BEFORE THE FOOD AND DRUG
ADMINISTRATION

Subpart A-General Provisions

Sec.
16.1 Scope.
16.5 Inapplicability and limited

applicability.

Subpart B-Initiation of Proceedings
16.22 Initiation of regulatory hearing.
16.24 Regulatory hearing required by the act

or a regulation.

Subpart C-Commissioner and Presiding
Officer
16.40 Commissioner.
16.42 Presiding officer.
16.44 Communication to presiding officer

and Commissioner.

Subpart D-Procedures for Regulatory
Hearing
16.60 Hearing procedure.
16.62 Right to counsel

Subpart E--AdminIstratIve Record and
Decision
16.80 Administrative record of a regulatory

hearing.
16.85 Examination of administrative record.
16.95 Administrative decision and record

for decision.

Subpart F-Reconsderation and Stay
16.119 Reconsideration and stay of action.

Subpart G-Judical Review
16.120 Judicial review.

Authority: Sec. 201 et seq.. Pub. L 717.52
Stat. 1040 as amended (21 U.S.C. 321 et seq.);
sec. 1 et seq., Pub. L 410. 58 Stat. 682 as
amended (42 U.S.C. 201 et seq.): sec. 4, Pub. L
91-513,84 Stat. 1241 (42 U.S.C. 257a); sec. 301
et seq.. Pub. L 91-513, 84 Stat. 1253 (21 U.S.C.
821 et seq.); sec. 409(b), Pub. L. 242, 81 Stat.
600 (21 U.S.C. 679[b)); sec. 24(b). Pub. L 8-
172.82 Stat. 807 (21 U.S.C. 467f(b)); sec. 2 et

seq, Pub. L. 91-597. 84 Stat. 1620 (21 U.S.C.
1031 et seq.): secs. 1 through 9, Pub. L. 625.44
Stat. 1101-1103 as amended (21 U.S.C. 141-
149): secs. 1 through 10, Chapter 358 29 StaL
604-607 as amended (21 U.S.C. 41-SO]; sec. 2
et seq.. Pub. L. 783,44 Stat. 1406 as amended
(15 U.S.C. 401 et seq.); sec. 1 et seq., Pub. L
89-755. 80 Stat. 1296 as amended (15 U.S.C.
1451 et seq.).

Subpart A-General Provisions

§ 16.1 Sc6pe.

The procedures in this part apply
when:

(a) The Commissioner is considering
any regulatory action including a
refusal to act, and concludes, as a
matter of discretion, on the
Commissioner's initiative or at the
suggestion of any person. to offer an
opportunity for a regulatory hearing to
obtain additional information before
making a decision or taking action.

(b) The act or a regulation provides a
person with an opportunity for a hearing
on a regulatory action, including
proposed action, and the act or a
regulation either specifically provides ani
opportunity for a regulatory hearing
under this part or provides an
opportunity for a hearing for which no
procedures are specified by regulation.
Listed below are the statutory and
regulatory provisions under which
regulatory hearings are available:

(1) Statutory provisions:

Section 304(g) of the act relating to the
administrative detention of devices (see
S800.55(s)).
Section 514(g)(4](B) of the act relating to aii

action to make a device performance
standard effective upon publication.

Section 515(e)(1) of the act relating to the
proposed withdrawal of approval of a device
premarket approval application.

Section 515(0)(60 of the act relating to a
proposed order revoking a device product
development protocol or declaring a protocol
not completed.

Section 515(0(7) of the act relating to
revocation of a notice of completion of a
product development protocol.

Section 516 of the act relating to a
proposed banned device regulation (see
§ 89521(d)).

Section 518(b) of the act relating to a
determination that a device is subject to a
repair, replacement, or refund order or that a
correction plan, or revised correction plan.
submitted by a manufacturer, importer, or
distributor Is inadequate.

Section 520(g) (4) and (5) of the act relating
to disapproval and withdrawal of approval of
an application for an investigational device
exemption (see §§ 813.30(d)-and 813.35(c)).

Section 520(1)(2) of the act relating to
approval or denial of a petition to reclassify a
class M device that FDA previously had
regarded as a new drug (see § 860.136).

22367^.1^_1 , , . ! ,,1 , I l Hdnv. Anrll 13. lg79 / Rules and Res lations



Federal Register / Vol. 44, No. 73 / Friday, April 13, 1979 / Rules and Regulations

(2) Regulatory provisions:
§71.37(a), relating to use of food containing

a color additive.
§ 80.31(b), relating to refusal to certify a

batch of a color additive.
§ 80.34(b), relating to suspension of

certification service for a color additive.
§ 130.17(1), relating to a temporary permit

to vary from a food standard.
§ 170.17(b), relating to use of food

containing an investigational food additive.
§ 202.10)(5), relating to approval of

prescription drug advertisements.
§ 312.1(c)(1), relating to whether an

investigator is entitled to receive
investigational new drugs.

§ 312.1(c) [4) and (d), relating to
termination of an IND for a sponsor.

§ 312.9(c), relating to termination of an IN
for tests in vitro'and in laboratory research
animals for a sponsor.

§ 429.50,relating to suspension of
certification service for an insulin drug.

§ 431.52, relating to suspension of
certification service for an antibiotic drug.

§ 433.2(d), relating to exemption from
certification for an antibiotic drug.

§ 433.12(b)(5), relating to an exemption
from labeling for a.certifiable antibiotic drug.

§ 433.13(b), relating to an exemption from
manufacturing use for a certifiable antibiotic
drug.

§ 433.14(b), relating to an exemption -for
storage for a certifiable antibiotic drug. -

§ 433.15(b), relating to an exemption for
processing for a certifiable antibiotic drug.

§ 433.16(b), relating to an exemption for
repacking for a certifiable antibiotic drug.

§ 511.1(b)(5), relating to use of food
containing an investigational new animal
drug.

§ 511.1(c)(1), relating to termination of an
INAD for-an investigator. i

§ 511.1(c) (4) and (d), relating to
termination of an INAD for a sponsor.

§ 514.210, relating to suspension of
certification service for a veterinary
antibiotic drug.

§ 1003.11(a)(3), relating to the failure of an
electronic product to comply with an.
applicable standard or to a defect in an
electronic product.

§ 1003.31(d), relating to denial of an
exemption from notification requirements for
an electronic product which fails to comply
with an applicable standard or has a dufect.

§ 1004.6, relating to plan for repurchase,
repair, or replacement of an electronic
product.

§ 1210.30. relating to denial, suspension, or
revocation of a permit under the Federal -
Import Milk Act.
§ 16.5 Inapplicability and limited
applicability.

(a) This plrt does not apply to the
following:

(1) Informal presentation of views
before reporting a criminal violation
under section 305 of the act and section
5 of the Federal Import Milk Act and
§ 1210.31.

(2) A hearing on a refusal of
admission of a food, drug, device, or
cosmetic under section 801(a) of the act

and § 1.94, or of an electronic product
under section 360(a) of the Public Health
gervice Act and § 1005.20.

(3) Factory inspections, recalls,
regulatory letters, and similar
compliance activities related to law
enforcement.

(b) If a regulation provides a person
with an opportunity for hearing and
specifies some procedures for the -
hearing but not a comprehensive set of
procedures, the procedures in this part
apply to the extent that they are
supplementary and not in conflict with
the other procedures specified for the
hearing. Thus, the procedures in subpart
A of Part 108 relating tp emergency ,
permit controlaare supplemented by the
nonconflicting procedures in this part,
e.g., the right to counsel,'public notice of
the hearing, reconsideration and stay,
and judicial review.

Subpart B-Initiation of Proceedings

§ 16.22 Initiation of regulatory hearing.
(a) A regulatory hearing is initiated by

a notice of opportunity for hearing from
FDA. The notice will-

(1) Be sent by mail, telegram, telex,
personal delivery, or any other mode of
written communication;

(2) Specify the facts and the action
that are the subject of the opportunity
for a hearing; /

(3) State that the notice of opportunity
for hearing and the hearing are governed
by this part; and'

(4) State the time within which a
hearing may be requested, and state the
name, address, and telephone number of
the FDA employee to whom any request
for hearing is to be addressed.

(b) A person offered an opportunity
for a hearing has the amount of time
specified in the notice, which may not
be less than 3 working days after receipt
of the notice, within which to request a
hearing. The request my be filed by
mail, telegram, telex, personal delivery,
or any other mode of written
communication, addressed to the
designated FDA employee. If no
response is filed within that time, the'
offer is deemed to have been refused
and no hearing will be held.

[c) If a hearing is requested, the
Commissioner will designate a presiding
officer, and the hearing will take place
at a time and location agreed upon by
the party requesting the hearing, the
FDA, and the presiding officer or, if
agreement cannot be reached, at a
reasonable time and locati6n designated
by the presiding officer.

(d) A notice of opportunity for hearing
under this section will not operate to
delay or stay any administrative action,,

including enforcement action by the
agency unless the Commissioner, as a
matter of discretion, determines that
delay or a stay is in the public interest.

§ 16.24 Regulatory hearing required by
the act or a regulation.

(a] A regulatory hearing required by
the act or a regulation under § 10.1(b)
will be initiated in the same manner as
other regulatory hearings subject to the
additional procedures in this section,

(b) The notice will state whether any
action concerning the matter that is the
subject of the opportunity for hearing is
or is not being taken pending the hearing
under paragraph (c) of this section.

(c) The Commissioner may take such
action pending a hearing under this
section as the Commissioner concludes
is necessary to protect the public health,
except where expressly prohibited by
statute or regulation. A hearing to
consider action already taken, and not
stayed by the Commissioner, will be
conducted on an expedited basis.

(d) The hearing may not be required it
be held at a time less than 2 working
days after receipt of the request for
hearing.

(e] Before the hearing, FDA will give
to the party requesting the hearing
reasonable notice of the matters to be
considered at the-hearing, including a
comprehensive statement of the basis
for the decision or action taken or
proposed that is the subject of the
hearing and a general summary of the
information that will be presented by
FDA at the hearing in support of the
decision or action. This information may
be given orally or in writing, in the
discretion of FDA.

(f) FDA and ihe party requesting the
hearing will, if feasible, at least I day
before the hearing provide to each other
writtefi notice of any published articles
or written information to be presented at
or relied on at the hearing. A copy will
also be provided in advance if the other
participant could not reasonably be
expected to have or be able to obtain a
copy. If written notice or a copy is not
provided, the presiding officer may, If
time permits, allow theparty who did
not receive the notice or copy additional
time after the close of the hearing to
make a submission concerning the
article or information.
Subpart C-CommissIoner and
Presiding Officer

§ 16.40 Commissioner.
Whenever the Commissioner has

delegated authority under part 5 on a
matter for which a regulatory hearing Is
available under this part, the functions

-- I
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of the Commissioner under this part may
be performed by any of the officials to
whom the authority has been delegated,
e.g., a bureau director.

§,16.42 Presiding officer.
(a) An FDA employee to whom the

Commissioner delegates such authority,
- or any other agency employee
designated by an employee to whom
such authority is delegated, may serve
as the presiding officer and conduct a
regulatory hearing under this part.
(b) In a regulatory hearing required by

the act or a regulation, the presiding
officer is to be free from bias or
prejudice and may not have participated
in the investigation or action that is the
subject of the hearing or be subordinate
to a person, other than the
Commissioner, who has participated in
such investigation or action.

(c)(1) The Commissioner or the
delegate under § 16.40 is not-precluded
by this section from prior participation
in the investigation or action that is the
subject of the hearing. If there has been
prior participation, the Commissioner or
the delegate should, if feasible,
designate a presiding officer for the
hearing who is not a subordinate. Thus,
if the Commissioner's authority to make
a final decision has been delegated to a
bureau director, the presiding officer
may be an official in another bureau or
the office of the Commissioner. The
exercise of general supervisory
responsibility, or the designation of the
presiding officer, does not constitute
prior participation in the investigation or
action that is the subject of the hearing
so as to preclude the Commissioner or
delegate from designating a subordinate

- as the presiding officer.
(2) The party requesting a hearing

may make a written request to have the
Commissioner or the delegate under
§ 16.40 be the presiding officer,
notwithstanding paragraph (c)(1) of this
section. If accepted, as a matter of
discretion, by the Commissioner or the
delegate, the request is binding upon the
party making the request.

(3) A different presiding officer may
be substituted for the one originally
designated under § 16.22 without notice
to the parties.
§ 16.44 Communications to presiding
officer and Commissioner.

(a) Regulatory hearigs are not
subject to the separation of functions
rules in § 10.55.

(b) Those persons who are directly
involved in the investigation or
presentation of the position of FDA or
any party at a regulatory hearing that is
required by. the act or a regulation

should avoid any off-the-record
communication on the matter to the
presiding officer or the Commissioner or
their advisors if the communication is
inconsistent with the requirement of
§ 16.95(b)(1) that the administrative
record be the exclusive record for
decision. If-any communication of this
type occurs, it is to be reduced to writing
and made part of the record, and the
other party provided an opportunity to
respond.

(c) A copy of any letter or
memorandum of meeting between a
,participant in the hearing and the
presiding officer or the Commissioner.
e.g., a response by the presiding officer
to a request for a change in the time of
the hearing, is to be sent to all
participants by the person writing the
letter or the memorandum.
Subpart D-Procedures for Regulatory
Hearing

§ 16.60 Hearing procedure.

(a) A regulatory hearing is public,
except when the Commissioner
determines that all or part of a hearing
should be closed to prevent a clearly
unwarranted invasion of personal
privacy; to prevent the disclosure of a
trade secret or confidential commercial
or financial ihformation that is not
available for public disclosure under
§ 20.61; or to protect investigatory
records complied for law enforcement
purposes that are not available for
public disclosure under § 20.64.

(1) The Commissioner may determine
that a regulatory hearing is closed either
on the Commissioner's initiative or on a
request by the party asking for a
regulatory hearing, in the request for the
hearing.

(2) If the hearing is a private hearing,
no persons other than the party
requesting the hearing, counsel and
witnesses, and an employee or
consultant or other person subject to a
commercial arrangement as defined in
§ 20.81(a) and FDA representatives with
a direct professional interest in the
subject matter of the proceeding are
entitled to attend.

(3) If the hearing is a public hearing, it
will be announced on the public
calendar described in § 10,100(a)
whenever feasible, and any interested
person who attends the hearing may
participate to the extent of presenting
relevant information.

(b) A regulatory hearing will be
conducted.by a presiding officer.
Employees of FDA will first give a full
and complete statement of the action
which is the subject of the hearing,
together with the information and

reasons supporting it, and may present
any oral or written information relevant
to the hearing. The party requesting the
hearing may then present any oral or
written information relevant to the
hearing. All parties may confront and
conduct reasonable cross-examination
of any person (except for the presiding
officer and counsel for the parties) who
makes any statement on the matter at
the hearing.

(c) The hearing is informal in nature,
and the rules of evidence do not apply.
No motions or objections relating to the
admissibility of information and views
will be made or considered, but any
other party may comment upon or rebut
all such data, information, and views.

(d) The presiding officer may order
the hearing to be transcribed. The party
requesting the hearing may have the
hearing transcribed, at the party's
expense, in which case a copy of the
transcript is to be finnished to FDA. Any
transcript of the hearing will be included
with the presiding officer's report of the
hearing.

(e) The presiding officer shall prepare
a written report of the hearing. All
written material presented at the
hearing will be attached-to the report.
Whenever time permits, the parties to
the hearing will be given the opportunity
to review and comment on the presiding
officer's report of the hearing.

(f) The presiding officer shall include
as part of the report of the hearing a
finding on the credibility of witnesses
(other than expert witnesses) whenever
credibility is a material issue, and shall
include a recommended decision, with a
statement of reasons, unless the
Commissioner directs otherwise.

(g) The presiding officer has the power
to take such actions and make such
rulings as are necessary or appropriate
to maintain order and to conduct a fair,
expeditious, and impartial hearing, and
to enforce the requirements of this part
concerning the conduct of hearings. The
presiding officer may direct that the
hearing be conducted in any suitable
manner permitted by law and these
regulations.

(h) The Commissioner or the presiding
officer has the power under § 10.19 to
suspend, modify, or waive any provision
of this part.

§ 16.62 Right to counsel
Any party to a hearing under this part

has the right at all times to be advised
and accompanied by counsel
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Subpart E-Administrative Record and
Decision

§ 16.80 Administrative record of a
regulatory hearing.

(a) The administrative record of the
regulatory hearing consists of the
following:

(1) The notice of opportunity for
hearing and the response.

(2) All written information and views
submitted to the presiding officer at the
hearing or after if specifically permitted
by the presiding officer.

(3) Any transcript of the hearing.
(4) The presiding officer's report of the

hearing and comments on the report
under § 16.60[e).

(5) All letters and memoranda of
meetings or communications between
participants and the presiding officer or
the Commissioner referred to in
§ 16.44(c).

(b) The record of the xegulatory
hearing is closed to the submission of
information and views, at the close of
the hearing, unless the presiding officer
specifically permits additional time for a
further submission.

6 16.85 Examination of administrative
record.

Part 20 governs the availability for
public disclosure of each document that
is a part of the administrative record of
a regulatory hearing.

§ 16.95 Administrative decision and,
record for decision.

(a) With respect to a regulatory
hearing at the Commissioner's initiative
under § 16.1(a), the Commissioner shall
consider the administrative record of the
hearing specified in § 16.80(a) together
with all other relevant information and
views available to FDA in determining
whether regulatory action should be
taken and, if so, in what form.

(b) With respect to a regulatory
hearing required by the act or a
regulation under § 16.1(b) -

(1) The administrative record of the
hearing specified in § 16.80(a)
constitutes the exclusive record for
decision;

(2) On the basis of the administrative
record of the hearing, the Commissioner
shall issue a written decision stating the
reasons for the Commissioner's
administrative action and the basis in
the record; and

(3) For purposes of judicial review
under § 10.45, the record of the
administrative proceeding consists of
the record of the haring and the
Commissioner's decision.

Subpart F-Reconsideration and Stay

§ 16.119 Reconsideration and stay of
action.

After any final administrative action
that is the subject of a hearing under
this part, any party may petition the
Commissioner for reconsideration of
any part or hll of the decision or action
under § 10.33 or may petition for a stay
of the decision or action under § 10.39.

Subpart G-Judical Review

§ 16.120 Judicial review.
Section 10.45 governs the availability

of judicial review concerning any
regulatory action whlich is the subject of
a hearing under this part.
. Interested persons may, on or before

January 8,1978, submit to the hearing
clerk (HFA-305), Food and Drug
Administration, Room 4-65, 5600 Fishers
Lane, Rockville, MD. 20857, written -
comments regarding this proposal. Four
copies of all comments shall be
submitted, except that individuals may
submit single copies of comments, and
shall be identified with the Hearing -
Clerk docket number found in brackets
in the heading of this document.
Received comments maybe seen in the
above office between the hours of 9 a.m.
and 4 p.m., Monday through Friday.

In accordance-with Executive Order
12044, the economic effects of this
proposal have been carefully analyzed,
and it has been determined that the
proposed rulemaking does;not involve
major economic consequences as
defined by that order. A copy of the
regulatory analysis assessment
supporting this determination is on file
with the Hearing Clerk, Food and Drug
Administration.

Effective date. This regulation is
effective May 14, 1979.

Dated: April 6,1979.

Joseph P. Hile,
Assadote Conuissi ner for RegulatoryAffair
[Docket No. 78N-0286]
iFR Doc. 79-11402 Fied 4-12-79; 8:45 am]
BILLING CODE 4110-03-M
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DEPARTMENT OF THE INTERIOR

43 CFR Part 17

Nondiscrimination on the Basis of
Handicap

AGENCY: Department of the Interior.

ACTION: Notice of Intent; final rule.

SUMMARY: This rule will implement the
requirements of Section 504 of the
Rehabilitation Act of 1973, as amended,
which provides that "no otherwise
qualified handicapped individual in the
United States * * * shall, solely by
reason of his handicap, be excluded
from the participation in, be denied the
benefits of, or be subjected to
discrimination under any program or
activity receiving Federal financial
assistance," with regard to programs of
the Department of the Interior. In many
respeits, this rule is similar to the
Department of Health, Education- and
Welfare's final rule of-May 4, 1977,
implementing Executive Order 11914,
"Nondiscrimination with Respect to the
Handicapped in Federally-Assisted
Programs" which was published in the
Federal Register on April 28, 1976 at 41
FR 17871. Comments are requested.

DATE: Comments must be received on or
before June 12, 1979.

ADDRESS: Comments should be sent to:
Director, Office for Equal Opportunity,
Department of the Interior, 18th and C
Streets, NW, Washington, D.C. 20240.

FOR FURTHER INFOMATION CONTACT.
Melvin Fowler (202) 343-6335.

SUPPLEMENTARY INFORMATION: All
comments from interested parties on the
regulations are invited and will assist
the Department in developing final
standards and guidelines under Section
504. Comments would be particularly
helpful with regard to achieving program
accessibility'in historic properties where
structural changes will alter significant
architectural or historical features of a
facility.

The Department also particularly
invites your comments on achieving the
greatest program accessibility in the
most integrated setting possible in
recreational facilities where complete
accessibility is difficult to achieve, such
as wilderness and river areas.

The Department has determined that
this is a significant rule, in accordance
with 43 CFR 14.3(c). In order to aid the
Department in assessing the economic
effects of this proposed rule, in
accordance with Executive Order 12044
(43 FR 22573), and 43 CFR Part 14,

comments are particularly sought in the
following areas:

I. Cost of compliance.

A. Indicate personnel required by
state and local governments.

B. Indicate costs of providing
accessibility in:

1. Programs and facilities financed by
the Land and Water Conservation Fund.

2. Programs and facilities financed by
Historic Preservation Grants.

3. Indian Schools and Johnson 0'
Malley grants to public schools.

4. Programs and facilities financed by
Dingell-Johnson and Pitman-Robertson
Funds.

5. Indian Financing Act loans and loan
guarantees.
. 6. Fish and Wildlife recreation grants

under the Reclamation Small Loans Act.
C. Funds for planning, inspection and

supervision other than salaries.

U. Assessment of the benefits of
compliance.

Assess'the number of persons who
may benefit from the programs set forth
in the regulations, or otherwise assess
handicap usage of facilities covered.

III. Assessment of cost effective
compliance.

Assess in terms of cost the various
methods of offering the services of
parks, historic properties, natural areas,
and recreational facilities in accordance
with these regulations.

Commehts with regard to the poisible
beneficial and/or adverse
environmental impact of the proposed
regulations are also requested.

The primary author of this document
is" A. G. Hancock, Attorney, Solicitor's

- Office, Equal Opportunity Compliance.
Mr. Hancock may be reached at (202)
343-6346.

Dated. April 4,1979.
James A. Joseph,

Under Secretary of the Interior.
Accordingly, 43 CFR Part 17 is retitled

Nondiscrimination in Federally-Assisted
Programs of the Department of the
Interior; 43 CFR Section 17.1 through
17.19 are redesignated'Subpart A and
retitled Effectuation of Title VI of the
Civil Rights Act of 1964; and a new
Subpart B is added to read as follows:

* Subpart B-Nondiscrimination on the Basis.
of Handicap.

Sec.
17.20 Purpose.
17.21 Application.
17.22 Definitions.
17.23 Discrimination prohibited.
17.24 Assurances required.
17.25 Remedial action, voluntary action, and

self-evaluation.

17.26 Designation of responsible employee
and adoption of grievance procedures,

17.27 Notification.
17.28 Administrative requirements for small

recipients.
17.29 Effect of state orlocal law or other

requireinents and effect of employment
opportunities.

17.30 Employment practices,
17.31 Reasonable accommodations,
17.32 Employment criteria.
17.33 Pre-employment inquiries,
17.34 Reserved.
17.35 Reserved.
17.36 Program accessibility.
17.37 Existing facilities.
17.38 New construction.
17.39 Reserved.
17.40 Reserved.
17.41 Reserved.
17.42 Preschool, elementary, and secondary

education.
17.43 Location and notification, I
17.44 Free appropriate public education,
17.45 Educational setting.
17.46 Evaluation and placement,
17.47 Procedural safeguards.
17.48 Nonacademic services.
17.49 Preschool and adult education

- programs.
17.50 Private education programs,
17.51 Reserved.
17.52 Application.
17.53 Admissions and recruitment,
17.54 Treatment of students.
17.55 Academic adjustments.
17.56 Housing.
17.57 Financial and employment assistance

to students.
17.58 Nonacademic services.
17.59 Reserved.
17.60 Reserved.
17.61 Health, welfare, and social services.
17.62 Drug and alcohol addicts,
17.63 Education of institutionalized persons,
17.64 Programs Involving Historic

Properties.
17.65 Reserved.
17.66 Recreational Programs.
17.67 Reserved.
17.68 Enforcement procedures,
17.69 Reserved.
17.70 Reserved.
17.71 Reserved.
17.72 Reserved.
17.73 Reserved.
17.74 Reserved.
17.75 Reserved.

Authority: Sec. 504, Rehabilitation Act of
1973, Pub. L. 93-112, 87 Stat. 394 (29 USC 794).
Sec. 111(a), Rehabilitation Act Amendments
of 1974, Pub. L. 93-516, 88 Stat, 1619 (29 USC
706); Executive Order 11914, 41 I'R 1781.
Department of Health, Education, and
Welfare, Implementation of Executive Order
11914, 45 FR 2132; Sec. 606, Education of the
Handicapped Act (20 USC 1405), as am"ded
by Pub. L 94-142, 89 Stat. 795; Sec. 321,
Comprehensive Alcohol Abuse and
Alcoholism Prevention, Treatment and
Rehabilitation Act of 1970, 84 Stat. 102 (42
USC 4581], as amended; sec. 407, Drug Abuse
Office and Treatment Act of 1972, 88 Stat. 78
(21 USC 1174), as amended.

I II I
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Subpart B-General Provisions

§ 17.20 Purpose.
This subpart contains the regulations

of the Department of the Interior
implementing Executive Order 11914,
regarding nondiscrimination on the
basis of handicap in Federally-assisted
programs.

§ 17.21 Application.
This subpart applies to each recipient

of Federal assistance from the'
Department of the Interior and to each
program or activity that receives or
benefits from such assistance.

§ 17.22 Definitions.
As used in this part, the term:
(a) "The Act" means the

Rehabilitation Act of 1973, Public Law
93-112, as amended by the
Rehabilitation Act Amendments of 1974,
Public Law 93-516,29 U.S.C. 794.

( (b] "Section 504" means section 504 of
the Act.

(c) "Education of the Handicapped
Act" means that statute as amended by
the Education for all Handicapped
Children Act of 1975, Public Law 94-142,
20 U.S.C. 1401 et seq.

(d) "Department" means the
Department of the Interior.

(e) "Director" means the Director of
the Office for Equal Opportunity of the
Department.

(f) "Recipient" means any state or its
political subdivision, any
instrumentality of a state or its political
subdivision, any public or private
agency, institution, organization, or
other entity, or any person to which
Federal financial assistance is extended
directly or through another recipient,
including any successor, assignee, or
transferee of a recipient, but excluding
the ultimate beneficiary of the
assistance.

(g) "Applicant for assistance" means
one who submits an application,
request, or plan required to be approved
by a Department official or by a
redpient as a condition to becoming a
recipient.

(h] "Federal financial assistance"
means any grant, loan, contract (other
than a procurement contract or a
contract of insurance or guaranty), or
any other arrangement by which the
Department provides or otherwise
makes available assistance in the form
of

(1) Funds;
(2) Services of Federal personnel; or
(3) Real and personal property or any

interest in or use of such property,
including:

(i) Transfers orleases of such
property for less than fair market value
or for reduced consideration; and

(ii) Proceeds from a subsequent
transfer or lease of such property if the
Federal share of its fair market value is
not returned to the Federal Government.

(i) "Facility" means all or any portion
of buildings, structures, equipment.
roads, walks, parking lots, or other real
or personal property or interest in such
property.

(j) "Handicapped person." (1).
Handicapped person means any person
who (i) has a physical or mental
impairment which substantially limits
one or more major life activity, (ii) has a
record of such an impairment, or (iii) is
regarded as having such an impairment.

(2) As used in paragraph (jf(i) of this
section, the phrase:

(i) "Physical or mental impairment"
means (A) any physiological disorder or
condition, cosmetic disfigurement, or
anatomical loss affecting one or more of
the following body systems:
Neurological; musculoskeletal; special
sense organs; respiratory. including
speech organs; cardiovascular
reproductive; digestive: genito-urinary;
hemic and lymphatic; skin: and
endocrine: or (B) any mental or
physiological disorder, such as mental
retardation, organic brain syndrome,
emotional or mental illness, and specific
learning disabilities. The term "physical
or mental impairment" includes, but is
not limited to, such diseases and
conditions as orthopedic, visual speech.
and hearing impairments, cerebral
palsy, epilepsy, muscular dystrophy,
multiple sclerosis, cancer, heart disease,
diabetes, mental retardation, emotional
illness, drug addiction, and alcoholism.

(ii) "Major life activities" means
functions such as caring for one's self.
performing manual tasks, walking,
seeing, hearing, speaking, breathing,
learning, and working.

(iii) "Has a record of such an
impairment" ieans has a history of. or
has been misclassified as having, a
mental or physical impairment that
substantially limits one or more major
life activities.

(iv) "Is regarded as having an
impairment" means (A) has a physical
or mental impairment that does not
substantially limit major life activities
but that is treated by a recipient as
constituting such a limitation; (B) has a
physical or mental impairment that
substantially limits major life activities
only as a result of the attitudes of others
toward such impairment or (C) has none
of the impairments defined in paragraph
(j)(2)(i) of this section but is treated by a
recipient as having such an impairment.

(k) "Qualified handicapped person"
means:

(1) With respect to employment, a
handicapped person who., with
reasonable accommodation, can perform
the essential functions of the job in
question:

(2) With respect to public preschool,
elementary, secondary, or adult
education services, a handicapped
person (i) of an age during which
nonhandicapped persons are provided
such services, Cii) of any age during
which it is mandatory under state law to
provide such services to handicapped
persons, or (iii to whom a state is
required to provide a free appropriate
public education under § 612 of the
Education of the Handicapped Act; and

(3) With respect to postsecondary and
vocational education services, a
handicapped person who meets the
academic and technical standards
requisite to admission or participation in
the recipient's education program or
activity.

(4) With respect to other services, a
handicapped person who meets the
essential eligibility requirements for the
receipt of such services.

() "Handicap" means any condition
or characteristic that renders a person a
handicapped person as defined in
paragraph (i) of this section.

(in) "Historic Properties" means those
properties listed in the National Register
of Historic Places or properties
designated as historic under a statute of
the appropriate state Df local
governmental body.

§ 17.23 Discrimination prohibited.
(a) General. No qualified handicapped

person shall, on the basis of handicap,
be excluded from participation in, be
denied the benefits of. or otherwise be
subjected to discrimination under any
program or activity which receives or
benefits from Federal financial
assistance.

(b) Disarininatory actions prohibited.
(1) a recipient. in providing any aid.
benefit, or service, may not, directly or
through contractual, licensing, or other
arrangements, on the basis of handicap:

(i) Deny a qualified handicapped
person the opportunity to participate in
or benefit from the aid, benefit, or
service;

(ii) Afford a qualified handicapped
person an opportunity to participate in
or benefit from the aid, benefit, or
services that is not equal to that
afforded others;

(iii) Provide a qualified handicapped
person with an aid, benefit, or service
that is not as effective as that provided
to others;
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(iv) Provide different or separate aid,
benefits or services to handicapped
persons or to any class of handicapped
persons unless such action is necessary
to provide qualified handicapped
persons with aid, benefits, or services
that are as effective as those provided to
others;

(v) Aid or perpetuate discrimination
against a qualified handicapped person
by.providing significant assistance to an
ageny, organization, or person that
discriminates on the basis of handicap
in providing any aid, benefit, or services
to beneficiaries of the recipient's
program;

(vi) Deny a qualified handicapped
person the opportunity to participate as
a member of planning or advsory
boards; or

(vii) Otherwise limit a qualified
handicapped person in the enjoyment of
any right, privilege, advantage, or
opportunity enjoyed by others receivirig
an aid, benefit, or service.

(2) For purposes of this subpart, aids,
benefits, and services, to be equally
effective, are.not required to produce the
identical result or level of achievement
for handicapped and nonhandicapped
persons, but must afford handicapped
persons equal opportunity to obtain the
same result, to gain the same benefit, or
to reach the same level of achievement,
in the most integrated setting
appropriate to the person's needs.

(3) Despite the existence of separate
or different programs or activities
provided in accordance with this part, a
recipient may not delby a qualified
handicapped person the opportunity to
participate in all programs or activities
covered by this part that are not
separate or different,

(4) A recipient may not, directly or
through contractual or other
arrangements, utilize criteria or methods
of administration (i) that have the effect
of subjecting qualified handicapped
persons to discrimination on the basis of
handicap, (ii) that have the purpose or
effect of defeating or substantially
impairing accomplishment of the
objectives of the recipient's program
with respect to handicapped persons, or
(III) that perpetuate the discrimination of
another recipient if both recipients are
subject to common administrative
control or are agencies of the same
state.

(5) In determining the site or location
of a facility, an applicant for assistance,
:r a recipient may not make selections
'I) that have the effect of excluding
iandicapped persons from, denying
hem the benefits of, or otherwisb
iubjecting~them to discrimination under
my program or activity that receives or

benefits from Federal financial
assistance or (ii) that have the purpose
or effect of defeating or substantially
impairing the accomplishment of the
objectives of the program or activity
with respect to handicapped persons.

(6) As used in this section, the aid,
benefit, or service provided under a
program or activity receiving or
benefiting from Federal financial
assistance includes any aid, benefit, or
service provided in or through a facility
that has been constructed, expanded,
altered, leased or rented, or otherwise
acquired, in whole or in part, with
Federal financial assistanc- I

(c) Programs limited by Federal law.
The exclusion ofnonhandicapped
persons from the benefits of a program
limited by Federal statute or executive
order to handicapped persons or the
exclusion of a specific class of
handicapped persons from a program
limited by Federal statute or Executive
Order to a different class of
handicapped persons Is not prohibited
by this subpart.

§ 17.24 Assurances required.
(a) Assurances. An applicant for

Federal financial assistance for a
program or activity to which this part
applies shall submit an assurance, on a
form specified by the Director, .hat the
program will be operated in compliance
with this subpart. An applicant may
incorporate these assurances by*
reference in subsequent applications to
the.Department.

(b) Duration of obligation. (1) In the
case of Federal financial assistance
extended in the form of real property or
to provide real property or structures on
the property, the assurance will obligate
the recipient or, in the case of a
subsequent transfer, the transferee, for
the period during which the real
property or structures are used for the
purpose for which Federal financial
assistance is extended-orfor another
purpose involving the provision of
similar services or benefits.

(2) In the case of Federal fijancial
assistance extended to provide personal
propertythe assurance will obligate the
recipient for the period during which it
retains ownership or possession of the
property.

(3) In all other cases the assurance -'
will obligate the recipient for the period
during which Federal financial
assistance is extended.

(c). Covenants. (1) Where Federal
financial assistance is provided in the
form of real property or interestin the
property from the Department, the
instrument effecting or recording this
transfer shalr contain a covenant

running with the land to assure
nondiscrimination for the period during
which the real property is used for a
purpose for which the Federal financial
assistance is extended or for another
purpose involving the provision of
similar services or benefits.

(2) Where no transfer of property Is
involved but property is purchased or
improved with Federal financial
assistance, the recipient shall agree to
include the covenant described in
paragraph (c)(1) of this section in the
instrument effecting or recording any
subsequent transfer of the property.

(3) Where Federal financial assistance
is provided in the form of real property
or interest in the property from the
Department, the covenant shall unless
prohibited by the conveyance authority,
also include a condition coupled with a
right to be reserved by the Department
to revert title to the property in the event
of a breach of the covenant, If a
transferee of real property proposes to
mortagage or otherwise encumber the
real property as security for financing
construction of new, or improvement of
existing, facilities on the property for the
purposes for which the property was
transferred, the director may, upon
request of the transferee and if
necessary to accomplish such financing
and upon such conditions as he or she
deems appropriate, agree to forebear the
exercise of such right to revert title for
so long as the lien of such mortgage br
other encumbrance remains effective.

§ 17.25 ' Remedial actionvoluntary action,
and self-evaluation.

(a) Remedial action. (1) If the Director
finds that a recipient has discriminated
against persons on the basis of handicap -
in violation of section 504 or this part,
the recipient shall take such remedial
action as the Director deems necessary
to overcome the effects of the
discrimination.

(2) Where a recipient is found to have
discriminated against persons on the
basis of handicap in violation of section
504 or this part and where another
recipient exercises control over the
recipient that has discriminated, the
Director, where appropriate, may
require either or both recipients to take
remedial action.

(3) The director may, where necessary
to overcome the effects of
discrimination in violation of section 504
or this part, require a recipient to take
remedial action (I) with respect to
handicapped persons who are no longer
participants in the recipient's.program
but who were participants in the
program when such discrimination
occurred or (ii) with respect to

I I I I I II
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handicapped persons who would have
been participants in the program had the
discrimination not occurred.

(b) Voluntary action. A recipient may
take steps, in addition to any action that
is required by this part, to overcome the
effects of conditions that resulted in
limited participation in the recipient's
program or activity by qualified
handicapped persons.

(c) Self-evaluation. (1) A recipient
shall, within one year of the effective
date of this subpart:

(i) Evaluate, with the assistance of
interested persons, including
handicapped persons or organizations
representinghandicapped persons, its
current policies and practices and the
effects thereof that do not or may not
meet the requirements of this part;

(ii) Modify, after consultation with
interested persons, including
handicapped persons or organizations
representing handicapped persons, any
policies and practices that do not meet
the requirements of this subpart; and

(iii) Take, after consultation with
interested persons, including
handicapped persons or organizations
representing handicapped persons,
appropriate remedial steps to eliminate
the effects of any discrimination that
resulted from adherence to these
policies and practices.

(2) A recipient that employs fifteen or
more persons shall, for at least three-
years following completion of the
evaluation required under paragraph
(c)(1) of this section, maintain on file,
make available for public inspection.
and provide to the director upon
request: (i} a list of the interested
persons consulted. (ii) a description of
areas examined dnd any problems
identified, and (iii) a description of any
modifications made and of any remedial
steps taken.

§ 17.26 Designation of responsible
employee and adoption of grievance
procedures.

(a) Designation of responsible
employee. A recipient that employs
fifteen or more persons shall designate
at least one person to coordinate its
efforts to comply with this subpart.

(b) Adoption of grievance procedures.
A recipient that employs fifteen or more
persons shall adopt grievance
procedures that incorporate appropriate
due probess standards and that provide
for the prompt and equitable resolution
of complaints alleging any action
prohibited by this part. Such procedures
need not be established with respect to
complaints from applichnts for
employment.

§ 17.27 Notification.

(a) A recipient that employs fifteen or
more persons shall take appropriate
initial and continuing steps to notify
participants, beneficiaries, applicants
and employees, including those with
impaired vision or hearing, and unions
or professional organizations holding
collective bargaining oir professional
agreements with the recipient, that it
does not discriminate on the basis of
handicap in violation of section 504 and
this subpart. The notification shall state.
where appropriate, that the recipient
does not discriminate in admission or
access to, or treatment 6r employment
in, its programs and activities. The
notification shall also include an
identification of the responsible
employee designated pursuant to
§ 17.26(a). A recipient shall make the
initial notification required by this
paragraph within 90 days of the
effective date of this subpart. Methods
of initial and continuing notification
may include the posting of notices,
publications in newspapers and
magazines, placement of notices in
recipients' publications, and distribution
of memoranda or other written
communications.

(b) If a recipient publishes or uses
recruitment materials or publications
containing general information that It
makes available to participants,
beneficiaries, applicants, or employees.
it shall include in those materials or
publications a statement of the policy
described in paragraph (a) of this
section. A recipient may meet the
requirement of this paragraph either by
including appropriate inserts in existing
materials and publications or by
revising and reprinting the materials and
publications.

§ 17.28 Administrative requirements for
small recipients.

The Director may require any
recipient with fewer than fifteen
employees, dr any class of such
recipients, to comply with §§ 17.26, and
17.27, in whole or in part, when the
Director finds a violation of this subpart
or finds that such compliance will not
significantly impair the ability of the
recipient or class of recipients to
provide benefits or services.

§ 17.29 Effect of state or local law or
other requirements and effect of
employment opportunities.

(a) The obligation to comply with this
subpart is not obviated or alleviated by
the existence of any state or local law or
other requirement that. on the basis of
handicap, imposes prohibitions or limits
upon the eligibility of qualified

handicapped persons to receive services
or to practice any occupation or
profession.

(b) The obligation to comply with this
part is not obviated or alleviated
because employment opportunities in
any occupation or profession are or may
be more limited for handicapped
persons than for nonhandicapped
persons.

§ 17.30 Employment practices.

(a) General. (1) No qualified
handicapped person shall. on the basis
of handicap, be subjected to
discrimination in employment under any
program or activity to which this
subpart applies.

(2) A recipient that receives
assistance under the Education of the
Handicapped Act shall take positive
steps to employ and advance in
employment qualified handicapped
persons in programs assisted under the
Act.

(3) A recipient shall make all
decisions concerning employment under
any program or activity to which this
subpart applies in a manner which
ensures that discrimination on the basis
of handicap does not occur, and may not
limit, segregate, or classify applicants or
employees in any way that adversely
affects their opportunities or status
because of handicap.

(4) A recipient may not participate in
a contractual or other relationship that
has the effect of subjecting qualified
handicapped applicants or employees to
discrimination prohibited by this
subpart. The relationships referred to in
this subparagraph include xelationships
with employment and referral agencies.
with labor unions with organizations
providing or administering fringe
benefits to employees of the recipient.
and with organizations providing
training and apprenticeship programs.

(b) Specific activities. The provisions
of this subpart apply to-

(1) Recruitment, advertising, and the
processing of applications for
employment;

(2) Hiring, upgrading promotion.
award of tenure, demotion, transfer.
layoff. termination. right of return from
layoff. and rehiring;

(3) Rates of pay or any other form of
compensation and changes in
compensation:

(4) Job assignments. job
classifications, organizational
structures, position descriptions lines of
progressions. and seniority lists;

(5) Leaves of absence, sick leave, or
any other leave;
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(6) Fringe benefits available by virtue screen out-handicapped persons or any
or employment, whether or not . class of handicapped persons unless: the
administered by the recipient; (i) test score or other selection- criterion,

(7) Selection and financial support for-- as used by the recipient, is shown to be
training, including apprenticeship, job-related for the position in question,
professional meetings, conferences, and -and (2) alternative job-related tests or
other related activities, and selection for criteria that do not screen out or tend to
leaves of absence to pursue training; screen out as many handicapped

(8) Employer-sponsored activities, . persons are unavailable, .
including.social or recreational . . (b) A recipient shall select and'
programs; and administer tests cdncerning enipl6yment

(9) Any-other term, condition, or so as best to ensure that, when
privilege of employment administered to-an applicant or

(c) A recipient's obligation to comply employee who has a'handicap that.
with this subpart is not affected by any impairs sensory, manual, or speaking
inconsistent term of any.collective" •skills, the test results accurately reflect
bargaining agreement to which it is a' the applicant's or employee's job skills,
party: ' - aptitude, or whatever other factor the

17.31 Reasonable atest purports to measure, rather than
a m ireflecting the applicant's or employee's

(a) A recipient shallmake reasonable- impaired sensory, manual, or speaking
accommodations to the knovn physical skills (except where those skills are the.
or mental limitations of an otherwise factors that the test purports'to "
qualified handicapped applicant or measu.fre).
employee unless the recipient can : . I
demonstrate that the accommodations § 17.33 Pre-employment inquiries.
would impose an undue hardship on the (a) Except as provided in paragraphs
operation of its program. (b) and (c) ofthis section, a recipient

(b) Reasonable accommodations may may not condu'cta pre-'employment
include: (1) making facilities used by 'medical examinatioi or'may not make
employees readily accessible to and pre-employment inquiry of an applicant
usable by handicapped persons, and (2) as to whether the applicant is a
job restructuring, part-time or modified handicapped person or as to the nature
work schedules, acquisition or or severity of a handicap. A recipient
modificatioi of equipment or devices, may, however,-make pre-employment
the provision of readers or interpreters, inquiry into an applicant's ability to
and other similar actions. This list is. perform job-related functions...
neither all-inclusive not meant to
suggest that employers must follow all (b) When a recipient is taking

the a~tioni listed .... remedial action to correct the effects of

(c) In determining pursuant to past discrimination pursuant to

paragraph (a) of thid section whether an § 17.25(a), when a recipient is taking'

accommodation.would impose an undue., voluntary action to overcome the effects',
hardship pnkthe- operation of'a "of conditions that resulted in limited
recip ient's program, factorsto e. participation in its federally assisted.

considered include: program or activity pursuant to,
(1) The overall size of the recipient's § 17.25(b), or when a recipient is taking

program with respect.to number of affirmatre action pursuant to section
employees, numn d 503 of the Act, the recipient may invite-,facilities, and size of budget; . applicants for employment to indicate

(2) The type of the recipient's whether and to what extent they are'.

operations, including thecomposition handicapped, provided.that:
and structure of the recipient's . (1) The.'recipient states clearly on any
workforce; and . written questionnaire used for this

(3) The nature and cost ofthe - - purpose or makes clear orally if no
accommodation needed. written questionnaire-is used that the

(d) A. recipient may not deny any 'information requested is intended for,
employment opportunity to a qualified use solely in connection with' its
handicappedemployee 'or applicant-if . remedial action obligations or its
the bais.for.deaial is the need to.make 'voluntary or affirmative-action efforts;
reasonable accommodation to. the ... and • , : -
physical or mental'imitationsof the - (2) The recipient states clearly thattlid :

employee orapplicant. " .. ' .... information-is being reqtieted 'o' a"
voluntary basis, that it will',B'kept ...

§ 17.32 Emlpoyment'criteia. - confidential as provided in Paragraph
(a) A iecipient may not make use of (d) of this section, that refusal to provide

any ermployment test or other selection., it will not subject-the applicant or;,
ciiterion that screens out or tends to - . employee.to any adverse treatment, and

that it will be used only in accordance
with this subpart.

(c) Nothing in this section shall
prohibit a r6cipient from conditioning an
offer of employment on the results of a
medical examination conducted prior to
the employee's entrance on duty,
provided that: (1)'All entering
employees are subjected to such an-,
examination regardless (f handidap and"
(2) the results of such an examination
are used only in'accordance with the
requirements of this subpart.

(d) Information obtained in
accordance with this section as to the
medical condition or history of the
applicant shall be collected and
maintained on separate forms that shall'
be accorded confidentiality as medical
records, except that:

(1) Supervisors and managers may be,
informed regarding restrictions on the
work or duties of handicapped persons
and regarding necessary
accommodations,

(2) First aid aid safety personnel may
be informed, where appropriate, If the
condition might'require emergency
treatment; and

(3) Government officials investigating
compliance with the Act shall be.
provided relevant information upon
request.

§§ 17.34-17.35 [Reserved]

§ 17.36 Program accessibility.
No qualified handicapped person

shall, 'because a recipient's facilities are
inaccessible to or unusable by
handicapped persons,, be denied the -
benefits of, be excluded from
participation in, or otherwise be
subjected to discrimination under any
program or activity to which this
subpart applies.

§ 17.37 Existing facilities.
(a) Program accessibility, A recipient

shall operate each program or activity to
which this subpart applies so that the
program or activity, whdn viewed In its
entirety, is readily accessible to
handicapped persons. This paragraph'
does not require a recipient'to make
each of its existing facilities or every
part of a facility accessible'to and
usable by handicapped persons.', '

(b) Methods. A recipient may comply
with the requirements of paragraph (a)
of this sectioi through such'means ats ,•
redesigning of eqtupmdit,'rdassignnie'nt'
of classes or other services td iccossible,

-buildings, assignineht'6f aides t6 " " "
'beneficiaries, delivery of services-at
alternate accessible sites, altertltoti of

-existing facilities and construction rif
new facilities in conformance With the'
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requirements of § 17.38, or any other
methods that result in making its
program or activity accessible to
handicapped-persons. A recipient is not
required to make structural changes in
existing facilities where other methods
are effective in achieving compliance
with paragraph (a) of this section. In
choosing among available methods for
meeting the requirement of paragraph
(a) of this section, a recipient shall give
priority to those methods that offer
programs and activities to handicapped
persons in the most integrated setting
appropriate.

(cJ Smdltrecipients. If a recipient with
fewer than fifteen employees that
provides services finds, after
consultation with a handicapped person
seeking its services, that there is no
method of complying with paragraph (a)
of this section other than making a
significant alteration in its existing
facilities, the recipient may, as an
alternative, refer the handicapped
person to other providers of those
services whose facilities are accessible.

(d) Time period. A recipient shall
comply with the requirement of
paragraph (a) of this section within sixty
days of the effective date of this subpart
except that where structural changes in
facilities are necessary, such changes
shall be made within three years of the

.effective date of this subpart, but in any
event as expeditiously-as possible.

(e) Transition'plan. In the event that
structural changes to facilities are
.necessary to meet the requirement of
paragraph (al of this section a recipient
shall develop, within six months of the
effective date of this subpart, a
transition plan setting forth the steps
necessary to complete such changes.
The plan shall be developed with the
assistance of interested persons,
including handicapped persons or
organizations representing handicapped
persons. A copy of the transition plan
shall be made available for public
inspection. The plan shall, at a
minimum:

'(1) Identify physical obstacles in the
recipient's facilities that limit the
accessibility of its program or activity to
handicapped persons; '

(2) Describe in detail the methods that
will be used to make the facilities
accessible;

(3)Specify the schedule for taking the
steps necessary to achieve full program
accessibility and, if the time period of
the transition plan is longer than one
year, identify steps that will be taken
during each year of the transition
period; and

(4) Indicate the person responsible for
implementation of the plan.

(f) Notice. The recipient shall adopt
and implement procedures to ensure
that interested persons, including
persons with impaired vision or hearing.
can obtain information as to the
existence and location of services,
activities, and facilitis that are
accessible to and usable by
handicapped persons.

§ 17.38 New oonstruction.
(a) Design and construction. Each

facility or part of a facility constructed
by, on behalf of, or for the use of a
recipient shall be designated and
constructed in such manner that the
facility or part of the facility is readily
accessible to and usable by
handicapped persons, if the construction
was commenced after the effective date
of this subpart.

(b) Alteration. Each facility or part of
a fapility which is altered by. on behalf
of, or for the use of a recipient after the
effective date of this subpart, in a
manner that affects or could affect the
usability of the facility or part of the
facility, shall, to the maximum extent
feasible, be altered in such manner that
the altered portion of the facility is
readily accessible to and usable by
handicapped persons.

(c) American National Standards
Institute accessibility standards. Design.
construction, or alteration of facilities in
conformance with the "American
National Standard Specifications for
Making Buildings and Facilities
Accessible to, and Usable by, the
Physically Handicapped." published by
the American National Standards
Institute, Inc. (ANSI A117.1-1961
(R1971)), which is incorporated by
reference in this subpart, shall constitute
compliance with paragraphs (a) and (b)
of this section. Departures from
particular requirements of those
standards, by the use of other methods,
shall be permitted when It Is clearly
evident the equivalent access to the
facility or part of the facility is thereby
provided.

§§ 17.39-17.41 (Reserved)

§ 17.42 Preschool, elementary, and
secondary education.

This subpart applies to preschool,
elementary, secondary, and adult
education programs and activities that
receive or benefit from federal financial
assistance, and to recipients that
operate, or that receive or benefit from
the federal financial assistance for the
operation of such programs or activities.

§ 17.43 Locao and notficabon.
A recipient that operates a public

elementary or secondary education
program shall annually.

(a) Undertake to ientify and locate
every qualified handicapped person
residing in the recipients jurisdiction
who Is not receiving a public education;
and

(b) Take appropriate steps to notify
handicapped persons and their parents
or guardians of the recipients duty
under this subpart.

§ 17.44 Free appropriate public education.
(a) General. A recipient that operates

a public elementary or secondary
education program shall provide a free
appropriate public education to each
qualified handicapped person who is in
the recipient's jurisdiction, regardless of
the nature of the person's handicap.

(b) Appropriate education. (1) For the
purpose of this subpart, the provision of
an appropriate education is the
provision of regular or special edfication
and related aids and services that (i) are
designed to meet individual educational
needs of handicapped persons as
adequately as the needs of nbn-
handicapped persons are met and (ii)
are based upon adherence to procedures
that satisfy the requirements of § § 17.45,
17.46, and 17.47.

(2) Implementation of an
individualized education program
developed in accordance with the -

Education of the Handicapped Act is
one means of meeting the standard
established in paragraph (b)(1)[i) of this
section.

(3) A recipient may place a
handicapped person in or refer such
person to a program other than the one
that it operates as Its means of carrying
out the requirements of this subpart. If
so, the recipient remains responsible for
ensuring that the requirements of this
subpart are met with respect to any
handicapped person so placed or
referred.

(c) Free education. (1) General. For
the purpose of this section, the provision
of a free education is the provision of
educational and related services without
cost to the handicapped person or to his
or her parents or guardian, except for
those fees that are imposed on
nonhandicapped persons or their
parents or guardian. It may consist
either of the provision of free services
or. if a recipient places a handicapped
person in or refers such person to a
program not operated by the recipient as
its means of carrying out the
requirements of this subpart, of payment
for the costs of the program. Funds
available from any public or private
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agency may be used to meet the
requirements of this subpart. Nothing in
this section shall be construed to. relieve
an insurer or similar third party from an
otherwise valid obligition to, provide or.
pay for services.provided to a.
handicapped person.

(2) Transportation. Ifa recipient
places a handicapped person in or refers
such person to aprogran not operated
by the recipient as its means of carrying
out the requirements ofthis subpart, the
recipient shall ensure that adequate
transportation to and from the program
is provided at no greater cost than
would be incurred by the person or his
or her parents or guardian ifthe person
were placed in the program operated by
the recipient.

(3) Residentialplacement. If
placement in a public or private
residential program is necessary to
provide a free appropriate public
education to a handicapped person
because of his or her handicap, the
program, including nonmedical care and
room and board, shall be provided at.no
cost to the person or his or her parents
or guardian.

(4) Placement of handicappedpersons
byparents. If a recipient has made
available, in conformance with the
requirements of this section and § 17.45,
a free appropriate public education to a
handicapped person, and the person's
parents or guardian choose to place the
person in a private school, the recipient
is not required, to pay for the person's
education in the private scho6l.
Disagreements between a parent or
guardian and a recipient regarding
whether the recipient has. made such a,
program available, or otherwise,
regarding the question of financial
responsibility, are subject to the due
process procedures of § 17.47.

(d) Compliance. A recipient may not
exclude any qualifiecthandicapped
person frdm a public-elementary or
secondary education after the effective
date of this subpart. A recipient that is
not, on the effective date of this r
regulation,,-in full compliance with the
other requirements of the preceding
paragraphs of this section shall meet
such requirements at the earliest .-
practicable time and in no event later
than 1 year after the" effective date of.
this subparL

§17.45 Educational setting.
(a) Academic setting. A recipient to

which this subpart applies shall educate,
or shall provide for the education of,
each qualified handicapped person in its
jurisdiction with persons who are not
handicapped to the maximun extent
appropriate to the needs of the

handicapped person. A recipient-shall
place a handicapped person in the
regular educational environment
operated by the recipientunless it is.'
demonstrated by the recipient that the
educationof the person.in thearegular
environment with the use of, . - ,
supplementary aids and gervices cannot.
be achieved satisfactorily. Whenever a
recipient places a person in a setting
other than the regular educational
environment pursuant to this paragraph,
it shall take into account the proximity
of the alternate setting to the person's
home.

(b) Nonacademic settings. In.
providing, or arr.anging for the-provision.
of nonacademic and extracurricular
services and activities, including meals,
recess periods, and the services and
activities set forth in § 17.48(a)(2), a'
recipient shall ensure that handicapped
persons participate with-
nonhandicapped persons in such -
activities and services to the maximum
extent appropriate to the needs of the
handicapped person in question.

(c) Comparable facilities. If a
recipient, in compliance with paragraph
(a) of this section, operates a facility
that is identifiable as being for
handicapped personsrthe recipient shall
ensure that the facility and the services
and activities provided therein are
comparable to the other facilities,
services, and activities of the recipient.

§ 17.46 Evaluation and placement
(a] Preplacement evaluation. A,

recipient that operates a public
elementary or secondary education
program' shall conduct an evaluation in
accordance with the requirements of
paragraph (b) of this section of any-
person who, because of handicap, needs
or is believed to need special education
or related services before taking any
action -with respect to the initial
placement of the person in a regular or
special education program and any
subsequent significant.change in
placement.

(b) Evaluatidn procedures. A recipient
to which this subpart applies shall
establish standards and procedures for
the evaluatioh and placement of persons
who, because of handicap, need or are
believed to need special education or
related services which ensure that-

(1) Tests and other evaluation
materials have been validated for the
specific purpose for which they are us~d
and are administered bytrained
personnel in conformance with the
instructions provided by their producer

(2) Tests and other evaluation
materials include those tailored to

:assess specific-areas of educational

need and not merely those which are
designed to provide a single general
intelligence quotient; and

(3) Tests are selected and
administered so as best to ensure that,
when a test is administered to a student

'with Impaired sensory, manual, o'r
spealngskills, the test results.,,
accurately reflect the student's aptitude,
or achievement level or whatever other
factor the test purports to measure,
rather than reflecting the student's
impaired sensory, manual, or speaking
skills (except where those skills are the
factors that the test purports to
measure).

(c) Placement procedures. In
interpreting, evaluation data and in
making placement decisions, a recipient
shall (1) draw upon information from a
variety of sources, including aptitude
and achievement tests, teacher
recommendations, physical condition,
social or cultural background, and
adaptive behavior, (2) establish
procedures to ensure that Information
obtained from all such sources is
documented anti carefully considered,
(3), ensure that the placement decision is
made by a group of persons, Including
persons knowledgeable about the child,
the meaning of the evaluation data, and
the placement options, and (4) ensure
that the placement decision is made In
conformity with § 17.45.

(d) Reevaluation. A recipient to which
this section applies shall establish
procedures, in accordance with
paragraph (b) of' this section, for
periodic reevaluation of students who
have been provided special education
and related services. A reevaluation
procedure consistent with the Education
for the Handicapped Act Is one means
of meeting this requirement.'

§17.47 Procedural safeguards,
A recipient that operates a public

elementary or secondary education
program shall establish and Implement,
with respect to actions regarding the
identification, evaluation, or educational
iilacement of persons who, because of
handicap, need or are believed to need
special instruction or related services, a
system of procedural safeguards that
includes notice, an opportunity for the
parents or guardian of the person to
examine relevant records, an impartial
hearing with opportunity for
participation by the person's parents or
guardian and representation- by counsel,
and a review procedure. Compliance
with the procedural safegluards of
section 615 of the Education of the
Handicapped Act Is one means of
meeting this requirement.
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§ 17.48 Nonacademic services.

(a) General. (1) A recipient to which
this subpart applies shall provide
nonacademic and extracurricular
services and activities in such manner
as is necessary to afford handicapped
students an equal opportunity for
participation in such services and
activities.

(2) Nonacademic and extracurricular
services and activities may include
counseling services, physical
recreational athletics, transportation,
health services, recreational activities,
special interest groups or clubs
sponsored by the recipient, referrals to
agencies which provide assistance to
handicapped persons, and employment
of students, including both employment
by the recipient and assistance in
making available outside employment.

(b) Counseling services. A recipient t(
which this subpart applies that provideE
personal, academic, or vocational
counseling, guidance, or placement
services to its students shall provide
these services without discrimination oz
the basis of handicap. The recipient
shall ensure that qualified handicapped
students are not counseled toward mon
restrictive career objectives than are
nonhandicapped students with similar
interests -and abilities.

-(c) Physical education and athletics.
(1) In providing physical education
courses and athletics and similar
programs and activities to any of its
students, a recipient to which this
subpart applies may not discriminate or
the basis of handicap. A recipient that
offers physical education courses or tha
operates or sponsors interscholastic,
club, or intramural athletics shall
provide to qualified handicapped
students an equal opportunity for
participation in these activities.

(2) A recipient may offer to
handicapped students physical
education and athletic activities that ar
separate or different from those offered
to nonhandicapped students only if
separation or differentiation is
consistent with the requirements of
§ 17.45, and only if no qualified
handicapped student is denied the
opportunity to compete for means or to

-participate in courses that are not
separate or different.

§ 17.49 Preschool and adult education
programs.

A recipient to which this subpart
applies that operates a preschool
education or day care program or
activity or an adult education program
or activity may not, on the basis of
handicap, exclude qualified
handicapped persons from the program

or activity, and shall take into account
the needs of such persons in determining
the aid, benefits, or services to be
provided under the program or activity.

§ 17.50 Private education programs.
(a) A recipient that operates a private

elementary or secondary education
program may not. on the basis of
handicap, exclude a qualified
handicapped person from such program
if the person can be provided an
appropriate education, as defined in
§ 17.44(](1), within the recipient's
program.
. (b) A recipient to which this section

applies may not charge more for the
provision of an appropriate education to
handicapped persons than to
nonhandicapped persons except to the
extent that any additional charge is
justified by a substantial increase in
cost to the recipient.

(c) A recipient to which this section
applies that operates special education
programs shall operate such programs in

1 accordance with the provisions of
§ 17.46 and § 17.47. Each recipient to
which this section applies Is subject to
the provisions of §§ 17.45,17.48, and
17.49.

§ 17.51 (Reserved]

§ 17.52 Appivation.

This subpart applies to postsecondary
education programs and activities,
including postsecondary vocational
education programs and activities, that

L receive or benefit from Federal financial
assistance and to recipients that
operate, or that receive or benefit from
Federal financial assistance for the
operation of such programs or activities.

§ 17.53 Admissions and recruitment

(a) General. Qualified handicapped
persons may not, on the basis of
handicap, he denied admission or be
subjected to discrimination in admission
or recruitment by a recipient to which
thissubpart applies.

(b) Admissions. In administering its
.admission policies, a recipient to which
this subpart applies:

(1) May not apply limitations upon the
number or proportion of handicapped
persons who may be admitted
(2) May not make use of any test or

criterion for admission that has a
disproportionate adverse effect on
handicapped persons or any class of
handicapped persons unless (i) the test
or criterion, as used by the recipient, has
been validated as a predictor of success
in the education program or activity in
question and (ii) alternate tests, or
criteria that have a less disproportionate

adverse effect are not shown by the
Director to be available;

(3) Shall assure itself that (i)
admissions tests are selected and
administered so as best to ensure that
when a test is administered to an
applicant who has a handicap that
Impairs sensory, manual, or speaking
skills, the test results accurately reflect
the applicant's aptitude or achievement
level or whatever other factor the test
purports to measure, rather than
reflecting the applicants impaied
sensory, manual, or speaking skills
(except where those skills are the
factors that the test purports to
measure); (ii] admissions tests that are
designed for persons with impaired
sensory, manual, or speaking skills are
offered as often and in as timely a
manner as are other admissions tests;,
and (iii) admissions tests are
administered in facilities that, on the
whole, are accessible to handicapped
persons; and

(4) Except as provided in paragraph
(c) of this section, may not make
preadmission inquiry as to whether an
applicant for admission is a
handicapped person but, after
admission, may make inquiries on a
confidential basis as to handicaps that
may require accommodation.

(c) Preadnission inquiry exlception.
When a recipient is taking remedial
action to correct the effect of past
discrimination pursuant to § 17.2(a) or
when a recipient is tang voluntary
action to overcome the effects of
conditions that resulted in limited
participation in its federally assisted
program or activity pursuant to -
§ 17.25(b), the recipient may invite
applicants for admission to indicate
whether and to what extent they are
handicapped, provided, that:

(1) The recipient states clearly on any
written questionnaire used for this
purpose, or makes clear orally if no
written questionnaire is used, that the -
information requested is intended for
use solely in connection with its
remedial action obligations or its
voluntary action efforts; and

(2) The recipient states clearly that the
information is being requested on a
voluntary basis, that it will be kept
confidential, that refusal to provide it
will not subject the applicant to any
adverse treatment, and that it will be
used only in accordance with this
subpart.

(d) Validity studies. For the purpose
of paragraph (b][2) of this section, a
recipient may base prediction equations
on first year grades, buf shall conduct
periodic validity studies against the
criterion of overall success in the
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education program or activity in
question in order to monitor, the general
validity of the test scores.

§ 17.54 Treatment of students.
(a) No qualified handicapped student

shall, on the basis of handicap, be
excluded from participation in, be
denied the benefits of, or otherwisebe
subjected to discrimination under any
academic, research, occupational
training, housing, health, insurance,
counseling, financial aid, physical
education, athletics, recretion,
transportation, other extracurricular, or
other postsecondary education program.
or activity to which this subpart applies.

(b) A recipient to which this subpart
applies that considers participation by
students in education programs or
activities not operated wholly by the
recipient as part of, or equivalent to, an
education program or activity operated
by the recipient shall assure itself that
the other education program or activity,
as a whole, provides an equal
opportunity for the participation of
qualified handicapped.persons.

(c) A recipient to which this subpart
appliesmay not, on the basis of
handicap, exclude any qualified
handicapped student from any course,
course of study, or other part of its
education program or activity.

(d) A recipient to which this subpart
applies shall operate its programs and
activities in the most integrated setting-
appropriate.

§ 17.55 Academic adjustments.
(Wa Academic requirements. A

recipient to which this subpart applies
shall make sucfi modifications to its
academic requirements as are necessary
to ensure that such requirements do not
discriminate or have the effect of
discriminating, on the basis of handicap,
against a qualified handicapped
applicant or student. Academic
requirements that the recipienican
demonstrate are essential to the
program of instruction being pursued by
such student, or to any directly related
licensing requirement, will not be
regarded as discriminatory within the
meaning of this section. Modifications
may include changes in the length of
time permitted for the completion of
degree requirements, substitution of
specific. courses required for the
completion of degree requirements, and
adaptation of the manner in which
specific courses are conducted.

(b) Other rules. A recipient to which
this subpart applies may not impose
upon handicapped students other rules,,
such as the prdhibition of tape recorders
in classrooms or of guide dogs in

campus buildings, that have the effect of
limiting the participation of handicapped
students in the recipient's education
program or activity.
. (c) Course examinations. In its course
examinations or other procedures for
evaluating students' a~ademic
achievement in its program, a recipient
to which this subpart applies shall
provide such methods for evaluating the
achievement of students who have a
handicap that impairs sensory, manual,
or speaking skills as will best ensure
that the results of the evaluation
represent the student's achievement in
the course; rather than reflecting the
student's impaired sensory, manual, or
speaking skills [except where such skills
are the factors that the test purports to
measure).

(d) Auxiliary aids, (1) A recipient to
which this subpart applies shall take
such steps as are necessary to ensure
that no handi~apped student is denied
the benefits of, excluded from
participation in, or otherwise subjected
to discrimination under the education
program or activity operated by the
recipient because of the absence of
educational auxiliary aids for students
with impaired sensory, manual, or'
speaking skills..

(2) Auxiliary aids may include taped
texts, interpreters or other effective
methods of making orally delivered
materials available to students with
hearing impairments, readers in libraries
for students with visual impairments,
classroom equipment adapted for use by
students with manual impairments, and
other similar services and actions.
Recipients need not provide attendants,

" individually prescribed devices, readers
for personal use of study, or other
devices or services of a personfl nature.

§ 17.56 Housing.
(a) Housing provided by the recilent

A recipient that provides housing to its
nonhandicapped students, shall provide
comparable, convenient, and accessible
housing to handicapped students at the
same cost as to oth.ers. At the end of the
transition period provided for in Subpart
D, such housing shall be available in
sufficient quantity and variety so "that
the scope of handicapped students'
choice of living accommodations is, as i
whole, comparable to that of
nonhandicapped students.
(b) Other housing. A recipient that

assists any agency, organization, or
person in making housing available to
any of its students shall take such. action
as may-be necessary to assure itself that
such housing-is, as a whole, made
available in'a mananer that does not

result in discrimination on the basis of
handicap.

§ 17.57 Financial and employment
assistance to students,

(a) Provisions of financial assistance.
(1) In providing financial assistance to
qualified handicapped persons, a
recipient to which this subpart applies
may not (i), on the basis of handicap,
provide less assistance than Is provided
to nonhandicapped persons, limit
eligibility for assistance, or otherwise
discriminate or (ii] assist any entity or
person that provides assistance to any
of the reciplents students in a manner
that discriminates against qualified
handicapped persons on the basis of
handicap.

(2) A recipient may administer or
assist in the administration of
scholarships, fellowships, or other forms
of financial assistance established under
wills* trusts, bequests, or similar legal
instruments that require awards to be
made on the basis of factors that
discriminate or have the effect of
discriminating on the basis of handicap
only if the overall effect of the award of
,scholarships, fellowships, and other
forms of financial assistance Is not.
discriminatory on the basis of handicap,

(b) Assistance in making available
outside employment. A recipient that
assists any agency, organization, or
person in providing employment
opportunities to any of its students shall
assure itself that such employment
opportunities, as a whole, are made
available in a manner that would not
violate this subpart if they were
provided by the recipint.

(c] Employment of students by
recipients. A recipient that employs any
of its students may not do so In a
manner that violates this subptirt.

§ 17.58 Nonacademic services.
(a) Physical education and athletics.

(1] In providing physical education
courses and athletics and similar
programs and activities to any of Its
students, a recipient to which this
subpart applies may not discriminate on
the basis of handicap. A recipient that
offers physical education courses or that
operates or sponsors intercollegiate,
club, or intramural athletics shall
provide to qualified handicapped
-students an equal opportunity for
participation In these activities,

(2) A recipient may offer to
handicapped students physical
education and athletic activities that are
separate or different only if separation
or differentiation is consistent with the
requirements of § 17.54(d) and only if no
qualified handicapped student is denied

I I I I
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the opportunity to compete for teams or
to participate in courses that are not
separate or different.

(b) Counseling and placement
services. A recipient to which this
subpart applies that provides personal,
academic, or vocational counseling,
guidance, or placement services to its
students shall provide these services
without discrimination on the basis of
handicap. The recipient shall ensure tha
cualifed handicapped students are not
counseled toward more restrictive
career objectives than are
nonhandicapped students with similar
interests and abilities. This requirement
does not preclude a recipient from
providing factual information about
licensing and certification requirements
that may present obstacles to
handicapped persons in their pursuit of
particular careers.

(c) Social organizations. A recipient
that provides significant assistance to
fraternities, sororities, or similar
organizations shall assure itself that the
membership practices of such
organizations do not permit
discrimination otherwise prohibited by
this subpart

§ 17.59-17.60 [Reserved]

§ 17.61 Health, welfare, and social
services.

This subpart applies to health,
welfare, and other social service
programs and activities that receive or
benefit from federal financial assistance
and to recipients that operate, or that
receive or benefit from federal financial
assistance for the operation of such
programs or activities.

(a) General. In providing health,
welfare, or other social services or
benefits, a recipient may not, on the
basis of handicap:

(1) Deny a qualified handicapped
person these benefits or services;

(2) Afford a qualified handicapped
person an opportunity to receive
benefits or services that is not equal to
that offered nonhandicapped persons;

(3) Provide a qualified handicapped
person with benefits or services that are
not as effective (as defined in § 17.23(b))
as the benefits or services provided to
others;

(4) Provide benefits or services in a
manher that limits or has the effect of
limiting the participation of qualified
handicapped persons; or

(5) Provide different or separate
benefits or services to handicapped
persons except where necessary to
provide qualified handicapped persons
with benefits and services that are as
effective as those provided to others.

(b) Notice. A recipient that provides
notice concerning benefits or services,
or written material concerning waivers
of rights or consent to treatment, shall
take such steps as are necessary to
ensure that qualified handicapped
persons, including those with impaired
sensory or speaking skills, are not
denied effective notice because of their
handicap.

t (c) Emergency treatment for the
hearing impaired. A recipient hospital
that provides health services or benefits
shall establish a procedure for effective
communication with persons with
impaired hearing for the purpose of
providing emergency health care.

(d) Auxiliary aids. (1) A recipient that
employs fifteen or more persons shall
provide appropriate auxiliary aids to
persons with impaired sensory, manual.
or speaking skills, where necessary to
afford such persons an equal
opportunity to benefit from the service
in question.

(2) The Director may require
recipients with fewer than fifteen
employees to provide auxiliary aids
where the provision of aids would not
significantly impair the ability of the
recipient to provide its-benefits or
services.

(3) For the purpose of this paragraph,
auxiliary aids may include brailled and
taped material, interpreters, visual aids,
and other aids for persons with impaired
hearing or vision.

§ 17.62 Drug and alcohol addicts.
.A recipient that operates a general

hospital or outpatient facility may not
discriminate in admission or treatment
against a drug or alcohol abuser or
addict who is suffering from a medical
condition, because of the person's drug
or alcohol abuse or addiction.

§ 17.63 Education of Institutionalized
persons.

A recipient that operates or
supervises a program or activity for
persons who are institutionalized

_ because of handicap shall ensure that
each qualified handicapped person, as
defined in § 17.22(k)(2), in its program or
activity is provided an appropriate
education, as defined in § 17.44(b).
Nothing in this section shall be
interpreted as altering in any way the
obligations of recipients under § 17.36.

§ 17.64 Programs Involving Historic
Properties.

This subpart applies to programs
involving historic properties that receive
or benefit from federal financial
assistance and to recipients that operate
or that receive or benefit from federal

financial assistance provided for the
operation of such programs.

(a) Accessibility in existing historic
properties. In the case of existing
historic properties, accessibility of
programs or activities shall mean
accessibility of historic programs or
activities when viewed in their entirety
as provided at § 17.37. In providing
accessibility in historic properties, the
fullest accessibility will be provided to
the handicapped as is possible
consistent with the principles of
programs involving historic properties,
to preserve historical features of these
facilities. When it is not reasonable to
make building alterations or structural
changes to historic properties, other
methods of providing accessibility may
include, but are not limited to:

(1) construction of new facilities in
conformance with the requirements of
§ 17.38.

(2) Reassigning programs to accessible
locations.

(3) Delivering programs or activities at
alternative accessible sites operated by
or available for such use by the
recipient.

(4) Assignment of aides to
beneficiaries.

(5) Other methods that result in
making the program or activity
accessible to handicapped persons.
(b To the maximum extent possible;

alterations and structural changes
necessary to achieve accessibility shal
be undertaken so as not to alter or
destroy architecturally significant
elements or features of the propertier.
Accessibility must, to the extent
possible, be achieved in accordance
with the intent of the "Secretary of the
Interior's Standards for Rehabilitation"
(36 CFR 67.7).

§ 17.65 [Reserved]

§ 17.66 Recreational Programs.

This subpart applies to recreational
programs that receive or benefit from
federal financial assistance and to
recipients that operate, or that receive
or benefit from federal financial
assistance for the operation of such
programs or activities.

(a) Accessibility in existing
recreationalfacilities. In the case of
existing recreational facilities,
accessibility of programs or activities
shall mean accessibility of programs or
activities when viewed in their entirety
as provided at § 17.37. When it is not
reasonable to alter natural features, the
following other methods of achieving
accessibility may include, but are not
limited to:
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(1) Construction of new facilities in
conformance with the requirements of
§ 17.38.

(2) Rezassigning programs to accessible
locations.

(3) Delivering programs or activities at
alternative accessible sites operated by
or available for such use by the
recipient.

(4) Assignments of aides to
beneficiaries.

(5) Other methods that result in
making the program or activity
accessible to handicapped persons.

§ 17.67 [Reserved]

§ 17.68 Enforcement procedures.
The compliance and enforcement

provisions applicable to title VI of the
Civil Rights Act of 1964 apply to this
subpart. These procedures are found in
43 CFR Part 17, Subpart A, § § 17.5-17.11.

§ 17.69-§ 17.75 [Reserved]
[FR Doc 79-11481 Fied 4-12--7. 8:45 am]
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DEPARTMENT OF HOUSING At
URBAN DEVELOPMENT

Office of Assistant Secretary fo
Community Planning and Devel

Section 312 Rehabilitation Loar
Program; Announcement of
Experiment in Local Approval
Authority and Sharing of Risk
AGENCY: U.S. Department of Hou

and Urban Development.

ACTION: Notice.

SUMMARY: The Department is -
announcing its intent to, receive
applications for an experiment i
approval of Section 312 multifan
loans. The experiment in delega
local approval authority will be
upon an agreement by each part
locality to share in the risk of ea
Section 312 rehabilitation loan i
under the program. Each loan i
part be financed by Section 312
and in partby local public funds
the local public loan subordinat
Section 312 loan.

FOR FURTHER INFORMATION CONl
Dennis Manning, Rehabilitation
Management Division, Departmi
Housing and Urban Developmex
Seventh Street, SW., Washingto
20410. Phone number 202-755-51

1. Purpose. This N6tice is to ii
participating localities and HUD
staff of an experiment in local a
for multifamily lending under th
Section 312 Rehabilitation Loan
and to request applications froi
interested local public agencies
This experiment will occur in Fi
Year 1979.

2. Background. A significant
in the scale of multifamily lendih
Section 312 is planned for Fiscal
1979. Up to $60 million is availal
multifamily lending in Fiscal Ye

The Department encourages c
incorporation of the Section 312
with other rehabilitation activiti
carried out by localities, especia
those under the Community .
Development Block Grant (CDB(
program. The Department wishe
much as possible to provide for1
management, decisionmaking, pr
setting and responsibility for pro
operations under Section 312 as
case under the CDBG program. I
not appear possible to implemen
wide-scale use of local approval
authority for the enlarged multife
program in Fiscal Year 1979.

The Department would, howe
to execute an experimental, very

ID scale use of local approval'of
multifamily loans on a "risk-sharing"'
basis in Fiscal Year 1979. An earmark of

r $3.5 million has been set-aside for the
Iopment risk-sharing experiment. Participation in

the experiment will not result in
n reduction of the funds otherwise

-available for any participating locality.
The Department is thus issuing this
Notice to inform LPAs and ask for
applications by those LPAs which may

using wish to participate.
3. Description of the experiment The

proposed experiment has the following
characteristics:

a. A participating locality will be
given a specific earmark of Section 312

n local funds for multifamily lending for Fiscal
nily - - Year 1979. The target will permit easier
tion of work scheduling and setting of local
based priorities by the participating locality.
icipating b. Instead of making case-by-case
ch applications to a HUD office, the
rade, locality will be permited to assign its
'll in own priorities within existing program
funds guidelines for funds and approve loans
with up to the target amounts.

ed to the c. The locality will perform all of the
loan packaging, underwriting and

AC': approval functions either through its
own staff.or by using technical skills

ant of available in the private sector at the
nt, 451 locality. HUD will provide technical
n, D.C. assistance through its own staff to the
390. degree that staff time and skills are

aform available and may also provide such
field assistance through contract consultants,

I field as long as adequate CDBG technical
pproval assistance funds for related planning,
e developing, and administering of'
Program community development block grants

are available.
(LPAIs). d. The rationale underlying the
scal , Department's permitting localities to

- underwrite and -approve direct Federal
ncrease loans to private individuals rests upon
ng under the assumption of a share of the risk for
1 Year each loan by the locality. The locality
ble for must provide at lea'st 20 percent of each
ar 1979. loan fr6n loal jjublic funds (e.g.,
lose raortage) of the-locality to the HUD
program - mortage. There willthis be two separate
es being rehabilitation loans for each property, a -
Ily. localpublic loan and a Section 312 loan.

If there are'two mortages, each will be
G) recorded separately with the local-
s as public'mortage subordinate to the
local- Section 312 morgage. Each note-and
fiority mortgage will'be treated separately
igram under-State law exactly, as would two
is the private notes and mortages' on the same
t does real property,'one subordinate to the
ta other.

e. An agreement between HUD and
hmily each selected locality Will set forth

terms of' the experiment and local
ter, like approval adthority (as described in
small- paragraph 7).. -

f. Policies generally applicable to
Section 312 mulfifamily loans (see
Rehabilitation Financing Handbood,.
HUD 7375.1) shall apply also to loans
approved under this experiment in risks
sharing.

4. Application process. The localities
carrying out CDBG programs which
wiqh the utilize Section 31Z multifamily
loan funds durihg Fiscal Year,1979 uhddi'
the conditi6ns specified above are ,
invited t6 submit applications for
selection by HUD upon the following
terms. Any interested locality should
communicate to the Department of HUD,
Assistant Secretary for Community
Planning and Development, 451 Seventh
Street, S.W,,Washington, D.C., 20410,
Attention: Directory of Rehabilitation
Management Division, Room 7104 (a
copy'of (he application should be sent to"
the HUD Area Office) in writing within
21 days of this Notice the following:.

a. The amount of funds based on the
terms and conditions of the risk-sharing
experiment that the locality needs and'
can obligate to multifamily loans In
Fiscal Ydar 1979.

b. A commitieit of the local
matching funds and an acceptance of
the level of risk required.

c. A brief managment plan describing
how the locality will provide the
underwriting and program management
skill needed to use effectively the funds
requested in Fiscal Year 1979,

5. Criteria for selecting localities.
Proposals submitted according to the
instructions contained in paragraph 4
above will be reviewed according to the
following criteria.

a. The quality of the overall
management plan including the
adequacy of the locality staff or other
arrangements made to secure the
various skilln needed to analyze,
package and approve multifamily
rehabilitation applications.

b. The past performance of the
locality in implementing the Section 312
Rehabilitation Loan Progrhm or other
rehabilitation loan programs if there has
been no experience with the Section 31z
program.

c. Capacity to use the funds and need,
including the relative distress of the
locality.'

6. Other procedures for local
approval. The purpose of this Notice is
to determine interest in the above,
experiment. In informal discussions,
some localities have suggested that
there might be alternatives to requiring a
local public shafe which w6uld eqf(wlly
well provide a basis for HUD delegation
of approval authority to localities. The
Department agrees that'many*
alternatives may prove- superior and
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strongly encourages the development of
additional approaches. To test other
approaches to delegation of local
approval authority for multifamily loans,
the Department is considering a second
competitive demonstration program
uWinig Section 312 funds in which the
selection process would be managed by
the Assistant Secretary for Policy
Development and Research. Further
information will be made available at a
later date. In order to hssess the merits
of such a demonstration, and to assist in
its design, HUD invites localities, -'
housing rehabilitation developers, 'and
other interested parties to send their
views, ideas and suggestions to the
attention of the Assistant Secretary of
PDR, no later than May 15,1979.

7. Agreement to implement
multifanuly risk-sharing demonstration.
The sharing demonstration will be
implemented through individual
.agreements between participating
localities and HUD. The agreements will
state rights and responsibilities of each
party, including but not limited to the
following points:

a. Minimum files and records to be
maintained by the participating locality.,

b. A requirement that the local
approving officer not have a direct'
involvement in the processing of loans.

c. Grounds for teimination of
agreement
. d. The right of the Department to
supervise and inspect local
performance.

Issued at Washington. D.C.. April 4,179.

Robert C.Emrny.Jr.
Assistant Seaetaiy for Commun ty Planning and
Development
UDocket No. N-79-M91
JFR Doc. 79-21479 Fled 4-12-79; 8:45 am]
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DEPARTMENT OF THE TREASURY

Comptroller of the Currency

12 CFR Part 7

Interpretive Rulings; Leasing of
Personal Property

AGENCY: Comptroller of the Currency.
ACTION: Final rule.

SUMMARY: This interpretive ruling states
the requirements and limitations
applicable to national banks engaged in
the leasing of personal property. In light
-of recent leasing developments, the
Comptroller determined that a
reassessment and revision of current
guidelines were necessary in order to
clarify the conditions under which a
national bank can engage in leasing
activities. This ruling provides a
detailed explanation of the type of
leasing activities that are incidental to
the business of banking, and it will
serve as a visible standard for
examination and enforcement purposes.
EFFECTIVE DATE: This ruling will become
effective on June 12, 1979.
FOR FURTHER INFORMATION CONTACT:
Thomas P. Vartanian, Attorney,-Legal
Advisory Services Division, Comptroller
of the Currency, Washington, D.C. 20219,
202-47-1880.
SUPPLEMENTARY INFORMATION: On June
3, 1975, the Comptroller of the Currency
published a proposed amendment of
Interpretive Ruling 7.3400 governing the
.leasing of personal property by national
banks. (40 FR 23874]. That proposed
amendment interpieted personal
property leasing transactions to be
extensions of credit subject to the
limitations of 12 U.S.C. 84, andrequired
that the transaction return to the bank
its full investment in the leased
property.

After analyzing 33 comments received
in response to the publication of that
proposed amendment, the Comptroller
published a new proposed amendment
of November 29, 1977 (42 FR 60749]. A
technical change in the proposal as it
was printed on November 29, 1977, was
published on December 1, 1977, (42 FR
61058] and the original 30-day comment
period was extended to expire on
February 12, 1978, by notice published
December 29, 1977. (42 FR 64904].

The November 29th proposal
indicated that a national bank could,
only becomethe owner and lessor of
personal property upon te "specific
request" of a customer. It also required
the lease to be a net, full-payout
noncancelable obligation of the lessee.

The proposal sanctioned the use of
closed-end leases by national banks, but
limited the unguaranteed, estimated
residual value relied upon by the lessor
to 25 percent of the original cost of the
property. It also permitted national
banks to take certain protective actions
which might otherwise be considered
inconsistent with the requirements of a
net, full-payout lease in the event of a
distress situation, such as the lessee's
default, to permit a bank to protect its
assets and a(oid financial loss.

The Comptroller received 29
comments in response to that proposal,
the majority of which supported most- of
its provisions. However, many .
commenters raised probative questions
and made constructive suggestions
which facilitated the reviewing and
revising process.

Discussion of Major Comments

Advertising of Leasing Activities by
NationalBanks

Several commenters asked whether
the requirement of Section (a] that a
bank become the "owner and lessor" of
personal property only at the "specific
request" of a "customer" would prohibit
the advertising.of leasing activities by
national banks. It is not the
Comptroller's purpose to prohibit a bank

-from advertising its leasing activities or
soliciting lease-customers. The proposed
language of Section (a) was primarily
meant to prevent national banks from
acquiring their own inventory of
personal property to lease to the general
public. Such an approach to leasing is
more akin to the general merchandising
or "rental" of Oersonal property, rather
than the offering of an alternative
financing device equivalent to the loan
of money on personal security, or other
financial services incidental to the
business of banking. In this respect, the
Comptroller does not propose, by this
ruling, to differentiate leasing from other
permissible financing activities by
prohibiting national banks from
announcing their entrance orgeneral
participationin theleasing business as
lOng as the emphasis is upon the
availability of a financing device rather
than the merchandising of a particular
piece of property, and all of the other
conditions of the ruling are met. To
clarify this purpose, the word
"customer"has been W1iminated from
the fin al ruling. At the same time, to
emphasize the prohibition against the
inventorying of personal property, the
ruling has been amended to permit a
bank's acquisition of 'Ispeiific personal
property only at the request of the
lessee."

Indirect and Leveraged Leasing

A number of commenters suggested
that the "specific request" language of
Section (a) might be interpreted as
prohibiting a national bank from
becoming the owner and lessor of
personal property by purchasing leases
and the leased property from a'dealer or
seller-lessor. The Comptroller believes
that indirect leasing is a common
method of lease financing which, under
certain conditions, is a permissible
activity for national banks to engage in
under the authority granted by 12 U.S.C,
24 (Seventh). Indeed, such indirect
leasing activities of national banks were
recently held to be perniisstble financing
transactions incidental to the business
of banking by the Circuit Court of
Appeals for the Ninth Circuit In the case
of M & M Leasing Corporation v. Seattle
First National'Bank, 563 F.2d 1377 (9th
Cir. 1977), cert. denied 430 U.S. 950
(1978). Consequently, Section (a) of the
final ruling has been reworded and
subdivided to clarify that a national
bank may becbme involved in either
direct or indirect leasing transactions.

Leveraged lease transactions, by their
nature, are generally more complex,
multi-party agreements. Legal title to the

-leased property is usually vested In an
owner-trustee rather than the bank.
Therefore, the ruling also has been
modified to confirm that it is applicable
where the bank, as an equity participant
under a leveraged lease, is the
"beneficial owner" of the property.

Termination of a Net, Full-Payout Lease
Prior to its Stated Maturity Date

Some commenters indicated that the
requirement that a lease be a "full-
payout, noncancelable obligation of the
lessee" was confusing. For instance, one
commenter pointed out that not all of
the components of a full-payout
investment recovery (i.e., rentals, tax
benefits and the residual value
technically represent -"obligations of the
lessee" as the sentence structure of
Section (a)(2) may have suggested.
Others argued that the ruling should not
appear to preclude the early termination
of a lease under circumstances where
the bank can still retrieve 100 percent of
its investment plus the cost of financing.

The purpose of the proposal, with
respect to cancellation, was not to
prohibit early termination of a lease as
long as the obligation of the lessee
under-that lease was not cancelled. In
other words, a leisee may have the
option of terminating a net, full-payout
lease prior to its maturity pursuant to
the terms of that lease; however, to be
consistent with the requirements of the

I I I • Ill I . . . .. =
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ruling, the lease would have to require
the lesseb to assure the lessor's
recoupment of 100 percent of its
investment in the leased property and
the cost of financing, notwithstanding
the lease's abbreviated duration. The
unanticipated early termination of a
lease of personal property executed by a
national bank does not disqualify that
lease as a permissible financing
transaction of the bank as long as there
is a viable guarantee of payments
sufficient to yield a full-payout. Section
(a) of the ruling has been amended to
clarify that the lease agreement as a
whole, and not each individual
component ofa fill-payout recovery,
should be a noncancelable obligation of
the lessee, notwithstanding the possible
early termination of the lease.

Subleasing of Personal Property by
National Banks

Some commenters suggested that the
ruling did not address the question of
whether national banks could sublease
personal property. They argued that
national banks should be permitted to
do so as long as the terms ofthe
sublease: (1) Obligate the sublessee to
perform all of the obligations of the
national bank under the main lease; (2)
are substantially similar to those of the
main lease; and (3) constitute a net, full-
payout noncancelable obligation of the
sublessee.

The Comptroller believes that
subleasing is permissible under these
conditions as long as it is used as an
alternate form of financing for a
customer and is otherwise consistent
with the requirements bf this ruling. As
rewritten, Section (a)(1) of the ruling
permits national banks to sublease
personal property since it does not
require them to own the property they
lease.

The Limitations of a Net Lease

After reviewing the comments, the
Comptroller believes that modifications
in the proposed definition of a "net
lease" are necessary to clarify that
national banks may perform certain
activities incidental to the execution of a
lease which will not adversely effect the
quality of that lease as a financing
agreement

The Comptroller received several
comments on the question of whether
subsections (b)(1) (i) and (ii) were
intended to prohibit national banks from
leasing improvements and upgrades
incidental to the lease of personal
property. The Comptroller understands
that without the ability to purchase and
-lease improvements and upgrades, lease
financing alternatives that could be

offered by national banks might be
severely limited or rendered
noncompetitive. Moreover. current I.R.S.
guidelines for advance tax rulings may.
as a practical matter, prohibit the lessee
from furnishing any part of the cost of
improvements or additions to leased
equipment if a favorable advance ruling
is to be obtained. See Rev, Proc. 75-21.
§ 4(4) 1975-1 C.B. 710.

The Comptroller does not believe that
the leasing of improvements or upgrades
under a net. full-payout lease Impairs
the characteristics of that lease as an
alternative financing transaction If the
lessor leases the improvements or
additions at the request of the lessee
and is fully compensated for his
additional investment over the
remaining lease term. Consequently
Section (b)(iiJ of the ruling has been
revised to allow national banks to let
improvements or upgrades under a net,
full-payout lease if the lease continues
to have the characteristics required by
this ruling.

Many commenters were also
concerned that the language of
subsection (b)(1)(ii) would directly
prohibit sale-and-leaseback
transactions. The Comptroller does not
believe that the existence of a sale-or-
leaseback arrangement prior to the
actual execution and commencement of
a net, full-payout lease necessarily
affects that lease's status as a
permissible financing transaction. The
Comptroller further understands that
lessor banks very often require a lessee
to take delivery of, and accept the
equipment, before the bank will pay the
purchase price and lease the equipment
to the lessee. Banks use such procedures
to protect themselves against the
lessee's default or rejection of the
property. This ruling is not intended to
prohibit such precautionary procedures.
Equipment lease transactions are
generally simultaneously consummated
at one lease closing, and the practical
reasons which make it beneficial for the
lessor to require delivery to. and
acceptance by the lessee prior to final
execution of the lease, or to initiate the
transaction as sale-and-leaseback, do
not necessarily affect the overall
financing nature of the transaction.
Consequently, Section (b)(i7 of the
ruling has been revised to eliminate the
language which may have been
interpreted as prohibiting these
permissible methods of consummating a
lease.-

The Extent to which Nationa Banks
Aay Provide Insurance for the Lessee

A significant number of comments
suggested that the prohibition in

subsection (b)(i](iv) against lessor banks
purchasing insurance for a lessee was
too restrictive. Some commenters -
suggested that national banks should be
permitted to arrange the purchase and
financing of casualty and property
insurance for their lessees under certain
circumstances.1 Those commenters felt
that the proscription against the
purchase of insurance by a bank should
be reevaluated and revised to make it
more accurately reflect its true purpose
that being merely to ensure that the
responsibiity for purchasing the
insurance remains with the lessee since
it is the responsibility for its purchase,
and not necessarily the actual purchase
of it. which is a primary incident of
ownership that must be borne by the
lessee under a financing type lease. In
other words, it was suggested that
national banks should only be
prohibited from compelling a lessee to
accept the mandatory and/or automatic
inclusion of lessor-purchased insurance
as a part of the lease product since, in
that instance, the lessee's responsibility
to maintain the insurance would be
removed or reduced to a mere formality.
Those commenters proposed that banks
should be permitted to purchase
insurance for their lessees as long as the
lessee is given an option to purchase the
insurance from the bank and specifically
requests it.

The Comptroller does not believe that
national banks should generally be
permitted to purchase insurance for
their lessees and offer that insurance as
an incidental part of a lease of personal
property. The rendering of such service
responsibilities is more indicative of a
mercantile-type "renting" ofpersonal
property where operational services are
provided. Under a financing lease
arrangement, the lessees responsibility
to provide insurance, similar to his
responsibility to maintain the property,
includes not only the commitment to pay
for the service, but also the
responsibility for locating, acquiring and
rendering it. The attributes of ownership
which pass to the lessee in a financing
lease arrangement must go beyond the
mere appearance of transference and
impose substantive responsibilities of
ownership upon the lessee while
relieving the bank of them.

Notwithstanding the Comptroller's
position on this issue. Section (b](iv) of
the ruling has been amended to remove
certain restrictions considered
unnecessary by the Comptroller. In the

IThe dZwus&'oa oftnz=ance Lam h c3 way
deals with a national banks authaily to act a3 aa
Lwuance a .nt.The diznissfa coznxm only t
bank's ability to act as an intenrediay in the
promue ent of inuanze co'arge ani the uItLma z
fiance: othat hizance.
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situation where a lessee defaults on his
agreement to purchase or maintain
insurance, a national bank will normally
have or seek to purchase insurance to
protect its own interests arising out of
its ownership of the leased property.
Certain states, however, do not allow, a
lessor to purchase liability insurance
solely for its own interest, but require it,
to purchase such insurance to protect
the lessee also. Therefore, the ruling has-
been reworded to permit a national
bank to purchase insurance for the
lessee and obtain subsequent 1
reimbursement from him where the
lessee has defaulted in his contractual
obligation to obtain that insurance.

Licensing and Registering of Leased
Personal Property by National Banks

Section (b)(v], as proposed, Would
have prohibiteoI all licensing or
registration of leased property by a
national bank lessor, merely as a service
for the lessee, where the lessee could
have licensed or registered the property-
without the authorization of the lessor.
Many commenters felt that this
provision vas overly restrictive since it
would have infringed upon a bank's
ability to assure the safety and
soundness of the transactiornby
arranging for the maximum protection
and security of the leased asset. Since
national banks own leased property, it
was suggested that requiring lessees to
license or register the property could, in,
some instances, have serious adverse
effects on a bank's interest in that
property if the process were incorrectly
handled. Consequently, the ruling has
been amended to allow national banks
to complete the original licensing or
registration of the leased propqrty and,
where banks can demonstrate a
legitimate interest as owner and '
financer of the property, to renew that
license or registration.

he Characteristics of a Full-Payout
Leqse

Several commenters inquired
concerning the role of residual values in
calculating a full-payout lease according
to the requirements of stibsection (b)(2)
of the proposal. Some felt that the 25
percent reliance limitation of
unguaranteed residual values was
excessive and would encourage residual
value speculation, which in turn would
generate types of leasing not incidental
to the business of banking.'Other,:
commenters found the limitation to be
too restrictive, unrealistically low, and
not responsive to the individual
characteristics of the different types of
assets that national banks can lease.

The Comptroller's proposal did not
attempt to establish an immovable cap
on a bank's reliance on the residual
value which would be unresponsive to
the type of lease or asset involved.
Althohgh the proposal did indicate that
the unguaranteed, estimated residual
value relied upon should never exceed
25 percent, if also stated that that
estimated residual value should always*
be reasonable so that a-bank's primary
risk in the transaction would depend on
the creditworthiness of the lessee and.
not on the market value of the leased
item. The Comptroller views this as a
dual standard which relies, in part, upon
a bank's credit judgment. It is entirely
possible that, depending on the,
circumstances and asset involved, the
unguaranteed estimated residual value
relied upon by the bank to yield a full-
payout lease may be less than 25
percent of the original cost of the
property, but still be unreasonable in
terms of its realization and, therefore,
contrary to the guidelines of this ruling.

On the other hand, the criticism that a
25 percent limitation is too restrictive
mus.t be evaluated in terms of the
leasing activities 1i which national
banks are peimitted to engage. Based on
current examination experience, the
Comptroller believes that any'reliance
upon a residual value in excess of 25"
percent may place a-substantial reliance
on'the residual value and, thereftre,
transform the lease into a transaction
beyond the scope of legitimate banking
activity. Since-leases, which are
permissible for national banks, are
alternative financing devices, the
primary emphasis in the transaction
must focus on the creditv6rthiness of
the lessee. Where there is an excessive
reliance on the residual value in order
for the bank to recover its entire

• investment in the prope-rty, the lease
takes on-a-spaculative nature which

-shifts the bank's reliance 'for recovery
-from the lessee to the residual value of
the leased property. In'such a situ'ation,
the lease cannot be considbred an
alternative financing device since it
involves in impermissible assumption of
risk by the bank.

The final ru1ing adopts the 25percent
residual fig ure. However, in view of
some of the comments submitted, the
ruling has been amended to indicate
more clearly that the 25 percent
limitation established by subsection
(b)(2)(ii) of the proposal will apply only
to that portion of the residual value
relied upon by the lessor in structuring a
full-payout lease. It will hiot apply to the
actual residual value that the lehsed
property may have at the termination of
the lease. Consequently, a national bank

may execute a three-year lease of
property estimated to have a residual
value of 50 percent at the expiration of
the term, as long as the residual value
relied upon and added to the rentals and
tax benefits to yield a full-payout lease,
is reasonable and does not exceed 25
percent of the original cost of the
property to the lessor.

National banks should estimate
residual values reasonably by taking all
relevant circumstances into account. In
addition, they should closely monitor
the aggregate amount of residual values
which are expected to be realized in any
-one year, as well as residual
concentrations in the same or similar
types of leased property.

Many types of leases may produce
favorable income figures In the early
years of a lease term, but those figures
may change significantly depending on
the bank's estimation and manipulation
of lease variables. In addition, an initial
competitive advantage can be gained by

, the artificial inflation of residual values,
However, improper and unreasonable
leasing techniques may present banks
with serious long-term problems
because of (1) excessive aggregate
reliance on speculative residual values'
,which may be nonexistent at the
expiration of the lease term, or (2)
liberal, uncontrolled estimates of other
lease variables such as sinking fund
earning rates In leveraged loase
calculations,

Future examinations of national
banks will not only test basic credit
decisions inherent in leasing
transactions, but will also monitor any
unreasonable aggregate reliance on
speculative residual values and any
improper manipulation of lease
variables. The selection of an estimated
residual value at an unreasonably high
level may be considered an unsafe and
unsound banking practice subject to
administrative action under 12 U.S.C.
1818(b) et seq. if it cannot be shown that
at the time of iuch selection, the bank
made a good faith effort to be accurate

,'and reasonable. In view of the more
appropriate placement of this caveat in
this statement of basis and purpose,
similar language has been removed
from Section (b)(2) of the ruling.

Several commenters inquired as to the
type of "guarantee" which is required by
the ruling in order to avoid the 25
percent residuAl value limitation. It was
suggested that a "guarantee" should
include any contractual guarantee by an
independent third party which a bank
can safely rely upon to realize the
residual value of the property. The
Comptroller agrees-that any contractual
right of the bank to require the purchase
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of the leased property at the end of the
lease term at an amount that would
satisfy the yield requirements of a full-
payout lease, or the purchase of
insurance to guarantee the residual
value and, therefore, the full-payout
quality of the lease, should be
considered satisfactory guarantees as
long as the bank can demonstrate,
through full documentation.Ahat the
guarantor will have the resources to
meet that guarantee. This interpretation
has not occasionedany specific change
in the wording of Section (b)(2).

Some commenters inquired as to the
definition of the term "rental" as it was
used in Section (b)(2). They asked
whether miscellaneous charges such as
lease conflrmationfees, early
termination charges and property
disposition fees could be included
within the concept of "rent" since such
miscellaneous payments to the lessor
are not tax benefits or part of the
estimated residual value.

The term "rental," as it is used in this
ruling, includes only those payments
that can be reasonably anticipated by
the lessor at the time the lease is
executed. Since contingencies such as
early termination or return of the vehicle
are not anticipated at the time the lease
is executed, payments such as early
termination charges and property
disposition fees are not assured and
may not be included in the computation
of a full-payout lease at the time it is
consummated. This interpretation has
not occasioned any specific change in
the wording of Section (b)(2J.

Advice was also sought concerning
the possibility of combining a reliance
upon an unguaranteed residual value
not in excess of 25 percent of the
original cost of the property with a
guarantee of the residual value by the
lessee, manufacturer or an independent
third party. Assuming the utilization of
certain standards of safety and
soundness, the Comptroller has no
generar objection to such a combination
of methods in structuring a full-payout
lease. Section (b)(2) of the ruling has,
therefore, been revised so as not to
preclude the combination of a reliance
upon an unguaranteed residual value
not in excess-of 25 percent with a
guarantee of the residual value, as long
as the estimated residual value relied
upon is reasonable, and the bank has
full documentation attesting to the
'ability of the guarantor to meet the
guarantee.

In response to inquiries concerning
the calculation of the "cost of financing"
as an element of recovery under the
lease, the Comptroller notes the
definition of that phrase which is found

in Regulation Y (12 CFR 225.4[a] (6](i[d)
n.6). Section (b](2J has been amended to
include that definition and point out
that if the calculation of the cost of
financing according to that definition is
troublesome in certain situations, a
lease may be considered to have met "

the test for recovering the cost of
financing if the bank's yield from the
lease is equivalent to what the yield
would be on a similar loan.

Finally, a question was raised
concerning a national bank's ability to
purchase personal property leases mid-
term. It is the Comptroller's opinion that
as long as the purchased lease will be a
net, full-payout lease with respect to the
bank's rights and obligations under that
lease, such mid-term purchases are not
inconsistent with the concept of leasing
and are, therefore, permissible activities
for national banks. This interpretation
has not occasioned any specific change
in the wording of Section (b)(2).

The Effect of the Distress Clauses

Paragraphs (d) and (e) of the proposed
ruling permitted a national bank to take
certain actions normally considered
inconsistent with the concept of a net.
Lull-payout lease when. (1) in good faith,
it believed that there had been a
significant. unanticipated change of
conditions which threatened its
financial position by increasing its
exposure to loss, and (2) its interest in
the property was sufficient to justify
such action. The Comptroller believes
that a national bank should have the
right to protect its assets (the leased
property) where substantial
unanticipated contingencies occur or
become imminent. For example, a
national bank should be permitted to
service, repair or maintain leased
property and purchase insurance where
the lessee has failed in its responsibility
to do so, or has otherwise abandoned
the property or defaulted under the
lease agreement. Moreover, a national
bank which has taken an assignment of
lease payments and a lien on the
property as collateral for a loan to the
lessor should not be prohibited from
exercising a valid legal right to become
the owner and lessor of the leased
property in a distress situation.
notwithstanding the absence of a
request by the lessee. These sections of
the ruling have generally been retained
as proposed however, the prefatory
language of Section (d) has been
clarified to permit a national bank to
take such protective actions where it
has made a good faith determination
that an unanticipated change threatens
its financial position as the lessor or

assignee of a lease by significantly
increasing its exposure to loss.

Several commenters indicated that
they interpreted Section (d) as making
the ruling applicable to situations where
the lease and/or the leased property
merely serve as collateral or the means
of payment for a loan executed between
a national bank and a lessor. Section (a)
limits the applicability of the ruling to
situations where the bank is the legal or
beneficial "owner and lessor" of
personal property, or has otherwise
acquired the property for a lessee. Those
situations will typically be direct lease
transactions where the bank is the
initial owner and lessor, indirect lease
transactions where the bank purchases
the leased property and the lease,
subleasing arrangements, and leveraged
leases where the bank is an equity
participant. The mere assignment or use
of the lease or the leased property as
security for a loan constitutes a
financial transaction which is
technically beyond the scope of this
ruling. The Comptroller believes that
current statutes, regulations and rulings
concerning the loan of money and the
discount of commercial paper. together
with applicable standards used to
measure creditworthiness and other
credit decisions, generally impose
sufficient regulatory controls upon this
type of lease note financing inmost
instances. However, where a national
bank becomes involved in such a
transaction and takes an assignment of
lease payments and a lien on the
property incidental to its execution of a
nonrecourse loan to the lessor, such
transactions may be scrutinized
according to the spirit of this ruling ff the
bank cannot expect to fully recover its
investment from that assignment of the
lease rentals and will. therefore, have to
rely on the residual value of the
collateral to do so.

The Status of Nonconforming Leases

Several commenters questioned the
practical effect of requiring nonrenewal
of nonconforming leases. They pointed.
out that if one of the primary
requirements of a personal property
lease which a national bank may
legitimately execute is the return of the
bank's full investment plus the cost of
financing, mandatory nonrenewal of
nonconforming leases may result in the
forced sale of the property under
unfavorable market conditions and yield
a depressed residual value. The
comptroller basically agrees with that
contention and believes that it is
consistent with his responsibility to
ensure the safety and soundness of
national banks to permit the renewal of
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nonconforming leases under certain-.
circumstances. Consequently, Section
(h) of the ruling has been expanded to.
permit such lease renewals where a, .
bank, in good faith, determines that -
renewal is necessary to recover its total
investment plus the cost of financing
and to avoid significant financial loss.
However, that determination must be
fully documented and will be examined
as other credit-related decisions of the.
bank.

When the Interpretive Ruling becomeE
effective, national banks will not be
required to dispose of current-
nonconforming leases executed under
the authority of former Interpretive
Ruling 7.3400. However, when making
new extensions of credit, including
leases, to a customer, national banks
must consider all outstanding leases
regardless of the date they were entered
Into in calculating lending limitations-
imposed by 12 U.S.C. 84 and371c, and
other statutes, regulations and. rulings.

Leases and Lending Limits

A few commenters suggested that the
limitations of 12 U.S.C. 84 and 371c
should not be applicable to lease
obligations. They suggested that
although a lease may serve as an
alternative to secured lending, it has
certain characteristics which make it
fundamentally different from other
forms of financing. More specifically,,
those commeiters contended that -
because of the residual value of leased -

property and the fact that title remains
in the bank, leasing may be a safer
method of financing than conventional
lending. In addition,.where the residual
value is guaranteed, it has been
suggested that the'bank may have more
than one obligor to look to for I
satisfaction of the lease obligation.

The Comptroller does not believe that
the differences between a lease and a
loan with respect to a bank's investment
of its funds based on the I
creditworthiness of a customer, are,.
significant enough to warrant dissimilar
treatment under 12 U.S.C. 84 and 37ic.
Moreover, the ownership of leased
property, in terms of the ultimate
recoupment of the lease obligation, does
not differ significantly from the secured

position of a. bank in a loan agreement.
r actically speaking, the intent of,

ending limitation statutes id prevent,
me inaividual, or a relatively small
group, from becoming unduly obligated
to the bank, could be easily
*ceumvented by the execution of leases,
not subject to those limitatidns. ' ' '

On the oter hand, statute's such as 12"
U.S.C. 85 and 86, which establish
standards and penalties for usury, deal
ith typically loan-related problems

which do mot directly attempt to protect
ihe soundness of the bank by limiting
the financial risks which arise from
excessive obligations to it. Therefore,
the Comptroller believes that leases
permitted by this section should not be
subject to these two sections of the
National Bank Act.

Several commenters asked how lease
obligations should be computed for the
purposes of 12 U.S.C. 84 and 371c. As
noted'in Interpretive Ruling 7.1150 (12
CFR 7.1150), the lending limit will apply
to the amounts actually advanced by the
bank and not to what may be

considered the equivalent of Interest in
a lease which would accrue on those
amounts. The amount of the loan, i.e.,
the outstanding obligation uiider the
lease, should be computed ag the sum of
the present value of both thelessee's
payments and the residual value. The
present Value of these elements should
be determined by using the "'ate
implicit in the lease" as that term is
defined in Statement of Financial
Accounting Standards No. 13 ("SFAS
13"). In calculating the outstanding
obligation to ,the bank under a leveraged
lease, the unamortized balance of the
nonrecourse debt should be deducted
from tfe presentvalue elements.

The following example demonstrates
this method of computing the lease
obligation by allocating a portion of
each payment to principal and reducing
the loan balance by that amount. The
column entitled, "Beginning of Year
Loan Balance," represents the
calculation of the lessee's obligation for
lending limit purposes at annual
intervals.

Lease Obligation Computation Examphe

Leae terms,cost of Propei -... . .. . . . ..... ..... ... ... .. .. ... . ............. t1, ooo
Lengthof lease7- . ...... yeafs
Expected re duaovatue ................... . . ................ ,.. 00,000
Investment'tax credit to lessor .. ........ ... .... 100000

• Aqnual P," ,n _ .... . ........... ............... '197.200

Loan Balance

Begtnning
of year Expected -Unearned 5gr*-ig Payments

Year raleanum resIdual Total incomel of year loan
lease value balance Pr;ncial Intcrestl

". payments

$1,480,442 100,000 $1,480,442 580,442 000,000 $75,706 . 121,50
2 1,183,236 100,000 1,283,236 458,942 824,924 05,926 111.200
3 __ . 986,030 100,000 1,086,030 347,662 78,.368 97,526 09,670
4... .. _ 788,824 100,000 888,824 247,983 640,842 100.692 89,514
5 691,618 100,000 691.618 16,469 539,150 125,636 71,570
6._ - 394,412 -100,000 :494.412 89,899 -404,514 142,596 64,600
7...... 197,206 100,000 297,206 35,289 261,917 5161,117 5,209
80.. 'O 100,000 100,000 0 100.00, 100,000 0

GO0,000 5t0,442

Payable at year dnd. -
2The discount rate ttat, wten appried to the lease payments and resdual va,, ccusw tbe eggreNte rosend value at the

beginning of the lease Le'n to be equal to the fa value of the leased property, net of an' lnvestent credei retancd by the
lessor. (See 15k of SFAS No. 13, .

31ncludes $100,000 investment tax credit.
1Loan balance muitptied by 13.5%..
'Rounded by $69 to balance.
NO---Il ths were a leveraged lease, the unamotle1 balance of any noivecourse'debt would be eubtraecd from the lo=n

balance to deter.tme t amount'subject to the lending limits.

22392



Federal*Regster / Vol. 44. No. 73 / Friday. April 13. 1979 / Rules and Regulations

National banks are not required to
maintain a separate record of these
computations for what SFAS 13
classifies as leveraged or-operating
leases. In those cases, such a
computation will only be required where
it is evident from existing accounting
records that the total amount of leases
and loans is approaching or possibly
could be in excess of a bank's legal'
lending limits. On the other hand, the
book balance for capital leases will
approximate the loan balance since the
example follows SFAS No. 13's
computational guidelines.
Discussion of Major Comments in Opposition
to the Riding
Relatively few comments were received
which could be considered to be in
complete opposition to the Comptroller's
ruling permitting national banks to lease
personal property under net, full-payout
leases. Contrary to the assertions of
those commenters, however, the
Comptroller does not believe that
leasing; as permitted by this section, is a
mercantile rather than a financial
transaction incidental to the business of
banking. In tfie M &M decision, the
Court supported the Comptroller's
position and sanctioned national banks'
involvement in direct and indirect, as
well as open-end and closed-end leasing
transactions, finding them to be the
"'business of banking' which 12 U.S.C.
24 (Seventh) authorizes * * * when. in
the light of all relevant circumstances,
the transactions constitute the loan of
money secured by the properties
leased." 563 F.2d at 1380.
Relationship to the Consumer Leasing Act of
1976-

As is indicated in the ruling, nothing
in this section should be construed to be
in conflict with the duties, liabilities and
standards impoded by the Consumer
Leasing Act of 1976, 15 U.S.C. 1667 et
seq. The provisions of this ruling may be
tempered by otherwise applicable
provisions of that Act when a national
bank executes a consumer lease subject
to it. Moreover, the Comptroller believes
that the standard of "reasonableness"
established by this ruling for estimated
residual values is entirely consistent
with the concept of the rebuttable
presumption of reasonableness
established by the Consumer Leasing
Act. It must be noted, however, that this
ruling is also applicable to a wide range

-of leasing activities which are not -
-considered consumer leasing and must,
therefore, address those activities as
well.

Drafting Information

The principal drafter of this document
was Mr. Thomas P. Vartanian, Attorney.
Legal Advisory Services Division.

Final Ruling

In consideration of the foregoing, Part
7 of 12 CFR is amended by revising
§ 7.3400 to read as follows:

§ 7.3400 Leasing of Personal'Property.
(a) A national bank may.
(1) Become the legal or beneficial

owner and lessor of specific personal
property or otherwise acquire such
property at the request of the lessee who
wishes to lease it from the bank; or

(2) Become the owner and lessor of
personal property by purchasing the
property from another lessor in
connection with its purchase of the
related lease; and

(3) Incur obligations incidental to its
position as the legal or beneficial owner
and lessor of the leased property;,
if the lease is a net, full-payout lease
representing a noncancelable obligation
of the lease, notwithstanding the
possible early termination of that lease.

(b) For the purposes of this ruling:
(1) A "net lease" is a lease under

which the bank will not, directly or
indirectly, provide or be obligated to
provide for

(i) The servicing, repair or
fnaintenance of the leased property
during the lease term.

(ii) The purchasing of parts and
accessories for the leased property,
however, improvements and additions
to the leased property may be leased to
the lessee upon its request in
accordance with the full-payout
requirements of this ruling.

(iii) The loan of replacement or
substitute property while the leased
property is being serviced.

(iv) The purchasing of insurance for
the lessee, except where the lessee has
failed in its contractual obligation to
purchase or maintain the required
insurance.
. (v) The renewal of any license or

registration for the property unless such
action by the bank isclearly necessary
to protect its interest as an owner or
financer of the property.

(2) A "full-payout" lease is one from
which the lessor can reasonably expect
to realize a return of its full investment
in the leased property plus the estimated
cost of financing the property over the
term of the lease from:

{i) Rentals;
(ii) Estimated tax benefits; and
(iii) The estimated residual value of

the property at the expiration of the
initial term of the lessee.

(The estimate by the lessor of the total
cost of financing the property over the
term of the lease should reflect, among
other factors, the term of the lease, the
modes of financing available to the
lessor, the credit rating of the lessor
and/or the lessee, if a factor in the
financing, and prevailing rates in the
money and capital markets. Where the
calculation of the cost of financing
according to this formula is not
reasonably determinable, a lease may
be considered to have met the test for
recovering the cost of financing if the
bank's yield from the lease is equivalent
to what the yield would be on a similar
loan). Any unguaranteed portion of the
estimated residual value relied upon by
the bank to yield a full return under this
subsection shall not exceed 25 percent
of the original cost of the property-to the
lessor. The amount of any estimated
residual value guaranteed by a
manufacturer, the lessee, or a third
party, which is not an affiliate (as
defined for the purpose of 12 U.S.C.
371c) of the bank. may exceed 25
percent of the original cost of the
property where the bank has
determined, and can provide full,
supporting documentation, that the
guarantor has the resources to meet the
guarantee. In all cases, both the
estimated residual value of the property
and that portion of the estimated
residual value relied upon by the lessor
to satisfy the requirements of a fuli-
payout lease must be reasonable in light
of the nature of the leased property and
all relevant circumstances so that
realization of the lessor's full investment
plus the cost of financing the property
primarily depends on the
creditworthiness of the lessee and any
guarantor of the residual value, and not
on the residual market value of the
leased item.

(c) Full-payout calculations on leases
of personal property to domestic
governmental entities may be based on
reasonably anticipated future
transactions or renewals.

(d) If, in good faith, a national bank
believes that there has been an
unanticipated change in conditions
which threatens its financial position by
significantly increasing its exposure to
loss, the limitations contained in -
paragraphs (a) and (b) of this section
shall not prevent the bank.

(1) As the owner and lessor under a
'net, full-payout, lease, from taking
reasonable and appropriate action to
salvage or protect the value of the
property or its interests arising under
the lease, or

(2) As the assignee of a lessors
interest in a lease, from becoming the
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owner and lessor of the Ieased-property
pursuant-to Its contractual right, -or rom
taking any reasonable.and appropriate
action to salvage orprotect the value of
the property orlts interestsarising
under the lease.

(e) The lmitations containedin
paragraphs (a) and (b) of this section do
not prohibit a national bank from
including any provisions in a lease, or,
from making any additional agreements,
to protect its financial-position or
investment in the circumstances set
forth in paragraphs (d),(1) and (2) of this
ruling.

(f) Nothing in this section-shall be
construed to be in conflict with the
duties, liabilities and standards imposed
by the Consumer Leasing Act of 1976, 15
U.S.C. 1667 eL seq.

(g) Leases permissible under this
ruling are subject to the limitations on
obligations under 12 U.S.C. 84 and on
extensions of credit under 12 U.S.C.
371c. The Comptroller of the Currency
reserves the right to determine that such
leases are also-subject to the limitations
of any other law, regulation or ruling
which limits potential financial-risks

-. associated with other forms of bank
-financing.

fh) This section shall not apply toany
leases executed prior to June.12,1979.
With respect to the applicability of
subsection (g], when'makingnew
extensions of credit, including leases, to
a customer, national banks must
consider all outstanding leases
regardless of the date they were entered
into. Any lease which was entered into
In good faith prior to such date which
does not satisfy the requirements of the
ruling may be renewed without violation
of this section only if there is a binding
agreement in the expiring lease which
requires the bank to renew it at he
lessee's option, and the bank cannot

-otherwise reasonably or properly avoid
its commitment to do so,.or the banks in
good faith, determines and
demonstrates, by-full documentation,
that renewal of the lease is.necessary to
avoid significant financial loss and
recover its total investment plusthe cost
of financing.

Dated: April 10, 1979.
John G. Helma.
Comptroller of the Curmncy.
[FR Doc. 79-11535 Filed 4-12-79; 8:45 am],
BILWHG CODE 4010-33-M
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DEPARTMENT OF THE TREASURY

Comptroller of the Currency

[12 CFR Part 27]

Fair Housing Hqme Loan Data System

AGENCY: Comptroller of the Currency.

ACTION: Proposed rule and proposed
guideline.

SUMMARY: The Office of the Comptroller
of the Currency'proposes to issue a
regulation and guideline aimed at
providing a basis for a more effective
fair housing monitoring program. The
proposed regulation would establish
new recordkeeping requirements and a
data collection system for monitoring
national bank compliance with the Fair
Housing Act (Title VIII'of the Civil
Rights Act of 1968) 42 U.S.C. 3601 et seq.,
and the Equal Credit Opportunity Act,
15 U.S.C.1691 et se4T. The issuance of
this fair housing regulation will also
assist in the implementation Of certain
parts of a settlement agreement made to
resolve recent litigation against the
Comptroller. The proposed guidelines is
provided as an indication of how the
Comptroller plans to implement the
regulation.
DATE Comments must be received on or
before June 12, 1979. -

ADDRESS: Interested persons are invited
to submit written comments on the
proposed regulation and guideline to
Zina Greene, Director of Civil Rights,
Office of Customer and Community
Programs, Office of the Comptroller of
the Currency, 490 L'Enfant Plaza, SW.,
Washington, D.C. 20219. All written
comments should be submitted in
duplicate and will be made available for
public inspection.

FOR FURTHER INFORMATION CONTACT:.
Ms. Zina Greene, Director, Civil Rights
Division or Mr. Patrick Marr, Civil
Rights Program Specialist, Office of the
Comptroller of the Currencr, 490
L'Enfant Plaza, SW., Washington, D.C.
20219, (202) 447-0934.

SUPPLEMENTARY INFORMATION: The
Office of the Comptroller of the
Currency is responsible for assuring
national bank compliance with the
provisions of the federal fair housing
and lending laws, as found in the Equal
Credit Opportunity Act ("ECOA"), 15
U.S.C. 1691 et seq. and Title VIII of'the
Civil Rights Act of 1968, also known as
the Fair Housing Act, 42 U.S.C. 3601 et
seq. This regulation is being proposed
by the Comptroller under its
responsibility to monitor and enforce

national bank.compliance with these
statutes.

Collectively,, both Acts make it
unlawful for a bank to deny a loan, to
otherwise make unavailable a dwelling,
or to discriminate in the fixing of the
terms of a loan made for the purpose of
purchasing, constructing, improving or
maitaining a dwelling based on the
race, color, religion, sex, or national
origin of the loan applicant, any person
associated with the applicant in
connection with the loan, or the present
or prospective owner, lessees, tenants or
occupants of the dwelling or dwellings
in relation to which the loan is made; or
on the basis of marital status or age
(provided the applicant has the capacity
to contract), because all or part of the
applicant's income derives from a public
assistance program, or because the
applicant has in good faith exercised
any right under the Consumer Credit
Protection Act, 15 U.S.C. 1601 et seq.

In order to assure appropriate review
of-national bank compliance consistent
with the Comptioller's statutory
responsibilities, in order to comply with
the terms and spirit of settlement
agreement reached in National Urban
Leqgue, et i." v. Office of the,
Comptroller of the Currency, et al. in the
.United States District Court for the.
District of Columbia (Civil Action No.,
76-0718), in which the Comptroller
stated his intention, among other
matters, to develop a computer-based
system to aid in the identification of
discrimination by banks in the making
of home loans, new recordkeeping
procedures are-proposed. In addition,
monitoring information, formerly
obtained by banks on a voluntary basis
will now be required.

The Comptroller's objectives'in this
proposed regulation include:

(1) Providing adequate recordkeeping
information for home loans to, enable the
Comptroller to determine compliance
with the Fair Housing and Equal Credit
Opportunity Acts;

(2) Minimizing the expense to national
banks and to the Comptroller by limiting'
the amount of information which banks
must compile an-dreport;

(3) Developing a computer-based
analysis system which can be
individualized to accurately reflect
lending patterns in each bank; and

(4) Supplying a timely analysis to the.
examiner prior to an examination in
order to permit an efficient structuring of
the fair housing segment of the.
examination through focusing on
specific problem areas, if any, raised by
computer-based analysis, and reducing
the examination time where problems
are not raised.

To assist in meeting the objectives In
the development of the proposed
regulation, the Comptroller has:

(1) Reviewed similar fair housing
programs operated by the Federal
Deposit Insurance Corporation and the
Federal Home Loan Bank Board (See 43
FR 11503, 22332);

(2) Studied the use of computer-based
analyses of home loan data;

(3) Surveyed a sample of national
banks.of various sizes and from all
regions of the country to determine
current variations and similarities in
processing home loan applications and
in underwriting criteria used for
decision-making; and

(4) Considered the estimated costs of
compliance by obtaining actual costs
based on a small sample of national
banks, which included the costs of
retrieving select home loan files,
recording data on a home loan reporting
form, and refiling the home loan files.

Summaries of the studies described In
(3) and (4) above are available for publi6
inspection.

As a result of these considerations,
the Comptroller has decided to Issue a
regulation, together with an explanatory
guidhline, to establish a substitute
monitoring program to that of the Board
of Governors of the Federal Reserve
System, as permitted by § 202.13(d) of
Regulation B, 12 CFR 202.13(d).

The proposed regulation will apply to
national banks and District of Columbia
banks, and their subsidiaries, which
make conventional credit available for
the purposes of purchasing, permanent
financing for construction, or refinancing
a dwelling. The proposed regulation will
apply to home improvement loans which
are secured by a first lien on the
dwelling; but will not apply to home
improvement loans which are
unsecured, or which are secured with a
second lien due to the difficulty
connected with obtaining reliable
information as to the numbers and terms
of such loans.

The proposed regulation has three
principal parts. The first part, set forth
in § 27.3(a), prescribes a brief Inquiry/
Application Log containing information
on the characteristics of applicants and
in-person inquirers for direct purchase
loans only, and of the location of the
property which would secure the loan,
This Log would allow an examiner
easily to determine the magnitude of the
bank's home loan activity, to locate
specific loan files for analysis, and to
monitor for possible pre-screening on a
prohibited basis by providing a form of
comparison between the characteristics
of inquirers/applicants and the
characteristics of the successful
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-applicants. It would also permit
geocoding by zip code to assist the
bank, as well as the examiner, in
assessing local community credit needs
and the bank's lending performance for
purposes of the Community
Reinvestment Act

The second principal part, contained
in § 27.3 (b) and (c), is the requirement
that each bank obtain and maintain
certain information in each home loan
file. All of the 20 items which the -
Comptroller proposes to require under
§ 27.3(b) are on the Federal Home Loan
Mortgage Corporation/Federal National
Mortgage Association Residential Loan
Application Form (FHLMC Form 65/
FNMA 1003). This form is widely used
and the required information is normally
supplied to banks in the course of an
application for a home-loan.

In connection with the requirements
of § 27.3(b), a bank is required to obtain
or provide certain monitoring
information and the race/national origin
of the prospective applicant. Section
202.13 of Regulation B of the Federal
Reserve Board, 12 CFR § 202.13, which is
applicable to national banks, provides
that this information be furnished on a
voluntary basis. Because of the
inadequate rate of response which has
resulted from this voluntary provision,
the proposed regulation will require that
this information be furnished by the
applicant,'or where the applicant
declines to furnish this information, by
the bank of the basis of visual
observation, surnames, or other
available information.

In regard to the items required in
§ 27.3(c), ten of the eleven items,
including the terms offered, disposition
of the loan. final loan terms, and the
appraised value of the property (where
an appraisal is conducted), are items
normally maintained by banks in home
loan files. The only item required in
§ 27.3{c) whieh is not commonly
maintained is "census tract", which
would be required only if the property is
located in a Standard Metropolitan
Statistical Area {SMSA), if an appraisal
had been conducted.

Approximately 2015 of the 4575
national banks are located in SMSAs.
The previously mentioned survey of a
sample of national banks indicates that
60% of banks in SMSAs maintain
"census tract" data in the loan file.
"Census tract" is the only geographic
unit for which income and racial data is
consistently and readily available to
facilitate manual or computer analysis
relating to the possible use by lenders of
racial or national origin characteristics
of a neighborhood in loan decisions or in
terms of loans granted. The Comptroller

recognizes the added burden that will be
placed on approximately 40- of the 2015
banks located in SNMSAs that will now
be required to obtain census tract
information. However, when this burden
is balanced against the benefit to be
derived from the census tract data
through the facilitation of the detection
of racial/national origin characteristics
in lending practices, It appears to be In
the best interests of furthering the goals
of the fair housing compliance system to
require that this data be obtained.

The third principal part of the
regulation, contained in § 27.6 is a
submission requirement designed to
permit computer analysis of a statistical
sample of applications. A bank with a
substantial volume of home loans (and
therefore amenable to computer
analysis will be required, in advance of
its consumer examination
(approximately 12-18 months intervals),
to record and submit information
collected pursuant to § 27.3(b) and (c)
from select loan files specified by the
Comptroller. A bank with a small
volume of home loans will generally not
have submission requirements. The
general policy for this procedure is
described in the proposed guidelines.

The Comptroller underscores that this
system is experimental, and its principal
innovation will be an attempt to fashion
the submission requirements to the
particular facts and circumstances at
each national bank. Therefore, the
proposal provides flexibility for the
Comptroller in determining which banks
would be required to submit
information, the frequency of the
requests, the number of loan files from
which information would be required.
and the specific items of information to
be included.

In addition, the Comptroller Is
- simiultaneously proposing Guidelines

which would assist national banks in
"meeting the requirements of the
regulation, explain the general
parameters for the expected submission
requirements, and explain how the data
would be used by bank examiners.
When final regulation and guidelines are
adopted, the Comptroller intends to
intergrate them into an appropriate
publication and make them available to
all national banks and the public, at
large.

Proposed Ruling

In consideration of the foregoing, the
Comptroller of the Currency proposes to
add 12 CFR Part 27 as set forth below.

PART 27-FAIR HOUSING HOME
LOAN DATA SYSTEM

Authority: 15 U.S.C. 1691 et seq.; 12 US.C.
1818:12 U.C I Et seq.;12 U.SC. 161; 12
U.S.C. 4 ; 42 US.C. 3605. 3680 5 U.S.C. 3(:
12 CFR 202.

Se.
27.1 Scope.
27.2 Defin tiors.
27.3 Recardkeeplng Requirements.
27.4 Record Retention Period.
27.5 Substitute Monitoxing Program.
27.6 Availability and SubmIssion of Data.

Guideline for the Fair Housing Home Loan
Data System.

§27.1 Scope.
This part applies to the activities of

national banks and banks located in the
District of Columbia. or their
subsidiaries, which make conventional
credit available for the purposes of
purchasing. constructing, or refinancing
a dwelling. Loans which are made for
the purposes of improvement, repair or
maintenance of a dwelling and which
are secured by a first lien on the
dwelling. are within the scope of this
part.

§ 27.2 DeffnRtlons.
For the purpose of this part, including

all forms and instructions issued for use
under this part:

(a) "Applicant" means a natural -

person, including a co-applicant, who
makes an application.

(b) "Application" means an oral in-
person or written request for an
extension of credit for a home loan that
is made in accordance with procedures
established by a bank for the type of
credit requested.

(c) "Bank" means a national bank or
bank located in the District of Columbia,
and any subsidiaries of such a bank.

(d) "Completed application" means an
application in connection with which a
bank has received'all the information
that it regularly obtains and considers in
evaluating the amount and type of credit
requested.
(e) "Conventional credit" means any

mortgage loan which is not guaranteed
or insured by the Federal Housing
Administration. Veterans'
Administration or Farmer's Home
Administration.

(1) "Dwplling" means any building.
structure (including a mobile home), or
portion thereof which isoccupied as, or
designed or intended for occupancy as a
residence by one or more natural
persons, and any vacant land w&hich is
offered for sale or lease for the
construction or location thereon of any
such building, structure or portion
thereof.
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(g) "Home loan" means any extension
of conventional credit for the purchase,
permanent financing for construction, or
the refinancing of a dwelling which is or
will be comprised of one to four
residential units, -at least one of which
the applicant intends to occupy- as a
principal residence, and which secures
or will secure the extension of credit.
Loans which are made for the purposes
of improvement, repair or maintenance
of a dwelling and which are secured by
a first lien on the dwellin" are included
in this definition such loans which are
unsecured or secured by a second lien
are not included.,

(h) "Inquirer" meais a natural person
who makes an inquiry.

(i) "Inquiry" means an In-person*
request for information about the terms
of a home loan, in reference to a specific
property, by a natural person on his/her
own behalf which is received on a
bank's premises by any person at the
bank who customarily receives or is
authorized to receive such requests.

(j) "Prohibited basis" means race,
color, religion, national origin, sex,
marital status, or age (provided that the
applicant has the capacity to enter into
a binding contract); the fact that all or
part of the-applicant's income derives
from any public assistance program; or
the fact that the applicant has in good
faith exercised any right under the
Consumer Credit Protection Act or any
State law upon which an exemption has
been granted by the Federal Reserve
Board.

§ 27.3 Recordkeeplng Requirements.
(a] Fair Housing Lending Inquiry/

Application Log. (1) Each bank shall
attempt to obtain and note all of the
following information on the Fair
Housing Lending Inquiry/Application
Log (set forth as Appendix I) regarding
each inquiry or application for the
extension of conventional credit for the
purchase of a one- to four-unit dwelling,
one of which the applicant intends to
occupy. This reqirement does not apply
to home loans for refinancing or
construction.

(i) Date of the application or inquiry,
(ii) Full name(s) of the applicant/

inquirer and address.
(ili) Indication of whether entry refers

to an application or an inquiry.
(iv) Race/National Origin of the

inquirer or applicant and co-applicant
using the categories: American Indian,
Alaskan Native; Asian, Pacific Islander,
Hispanic; Black; White. This item-shail
be noted on the basis of visual
observation, surnames, or any other
informiation available.

'Telephonic communications are excluded.

(v) Sex of inquirer or applicant and
co-applicant;

(vi) Location. Complete street address,
city, county, state and zip code of the
property which will secure the'extension
of credit:

(2) Each bank shall maintain the Log
in each of its offices or offices of its
subsidiaries where inquiries are
answered or-applications accepted.

(b) Information required on comvpleted
applications foi home loans. (1) Each
bank shall attempt to obtain all of the
information listed below, as applicable,
as part of completed applications for
home loans, and each bank shall
maintain the information obtained in its
loan files.

(i) Loan amount requested by the
applicant(s).

(ii) Interest rate requested by the
applicant(s).

(iii) Number of months requested to
maturity by the applicant(s).

(iv) Location. Complete street address,
city, county, state and zip code of the
dwelling which will secure the loan.

(v) Number of residential units (1-4) of
the dwelling which will secure the loan.

(vi) Year builk The-year in which the
dwelling which will secure the loan was
built.

(vii) Purpose of the loan. Purchase of
dwelling; refinancing of existing home
construction.loan only; construction-
permanent; other (to be specified).

(viii) Age of applicant(s).
(Lx) Marital status of applicant(s)

using the categories married, unmarried
and separated.

(x) Number of years employed in
present line of work or profession for
the applicant(s).

(xi) Years on present job. Number of
continuous years employed by the
current employer for the applicant(s).
For self-employed persons, the number
of continuous years self-employed.

(xii) Gross total monthly income of
each.apphicant, comprising the sum of.
normal base salary, wages, overtime
pay, bonuses, commissions, dividends,
interest, rental income, retirement or
disability income and income from part-
time employment. For self-employed.
persons, include the average or normal
monthly income. Include alimony,
separate maintenance and child support
payment information only if the

. applicant has been advised that such
information need not be provided and
nevertheless elects to have it
considered.

(xiii) Proposed monthly housing
payment, comprising the sum of
principal and interest, insurance, real
estate taxes and any monthly
assessments for home owner dues or

condominium fees. This figure does not
include utilities.

(xiv) Proposed monthly utility
payments. This item must be requested
and maintained only if the cost of
utilities is considered in determining
eligibility. '

(xv) Purchase price. Sales price or
approximate current market value of the
property which will secure the loan.

(xvi) Applicant(s) total monthly
payments on all outstanding liabilities,
Include instalment debts, real estate
loarls and any alimony, child support or
separate maintenance payments.
Exclude any payments on liabilities
which will be satisfied upon sale of real
estate owned or upon refinancing of
property associated with this
application.

(xvii) New Worth. Applicant(s) total
assets, including cash, checking and
savings accounts, stocks and bonds,
cash value of life insurance, value of
real estate owned, net worth of business
owned, automobile, furniture and
personal property and other assets,
minus total liabilities, including
instalment debts, automobile loans, real
estate loans (except those which will be
satisfied upon sale of real estate owned
or upon refinancing of property
associated with this application), and
any other debts, including stock pledges.

(xviii) Date of application. The date
which a completed application is
received by the bank.

(xix) Sex of applicant(s).
(xx) Race/national origin of

applicant(s) using the categories:
American Indian, Alaskan Native;

Asian, Pacific Islander, Black Hispanic;
White; Other.

(2) Disclosure to Applhoant In
collecting the information required
under § 27.3(b)(1) (xix) and (xx), the
bank shall advise an applicant that:

(i) The information regarding race/
national origin and sex Is being
requested to enable the Office of the
Comptroller of the Currency to monitor
compliance with the Fair Housing and
Equal Credit Opportunity Acts which
prohibit creditors from discriminating
against applicants on a prohibited basis

(ii) The Comptroller of the Currency
encourages the applicant to provide the
information requested; and

(iii) If the applicant does not provide
the information coicerning race/
national origin or sex, the bank is
required to note the information on the
basis of visual observation or surnames.

(3) If the applicant(s) does not
voluntarily provide the information on
sex and race/national origin which the
bank is required to maintain under
§ 27.3(b)(1) (xix) and (xx), the bank shall
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request the applicantlo note that fact
(by initials or otherwise) on the
application, and the bank shall provide
the information based on visual
observation, surnames, or any other
available information. If the applicant(s)
does not voluntarily provide the
information and does not initial. or
otherwise note that fact, the bank shall
initial, or otherwise note that fact on the
application, as well as provide the
information.

(c) Additional information required in
the loan file. In addition to the
information required by § 27.3(b), each
bank shall maintain the following
information in each of its home loan
files:

- (1) The applicant's name(s), which
permits the file to be matched with the
appropriate entry on the Fair Housing
Lending Inquiry/Application Log.

(2) If an appraisal is completed:
(i) The appraised value, and
(ii) If the property is in a Standard

Metropolitan Statistical Area, the
census traot number.

(3) If final terms are offered, whether
or not accepted:
[i) Loan Amount. -

(ii) Whether or not private mortgage
insurance is required, and if so, the
terms.

(iii) The amount of required deposit
balance, if any.

(iv) Simple Interest Rate.
(v) Number of months to maturity of

the loan offered.
(vi) Points. Loan origination or

discount feels) computed as a
percentage of the loan amount.

(4) Disposition of Loan Application.
The disposition of the completed
applications using the following
categories: Withdrawn before terms
were offered; withdrawn after terms
were offered; denied; or terms offered
and accepted by applicant(s).

(5) Name or identification of the bank
office where the application was
submitted.

[6) Any additional information used
by the bank in determining whether or
not to extend credit, or in establishing
the terms, including, but not limited to,
credit reports, employment verification
forms and Federal Income Tax Forms.

§ 27.4 Record Retention Period.
[a) Each bank.shall retain the records

required under paragraphs (a), (b) and
[c) of § 27.3 for25 months after the bank
notifies an applicant of action taken on
anapplication, after withdrawal of an
application, or after the date of receipt
of an inquiry. This requirement also
applies to records of home loans which

are originated by the bank and
subsequently sold.

(b) The Comptroller of the Currency
may, by written notice to a bank, extend
the retention period.

§ 27.5 Substitute Monitoring Program.
The recordkeeping provisions of § 27.3

constitute a substitute monitoring
program adopted under § 202.13(d) of
Regulation B of the Federal Reserve
Board (12 CFR § 202.13(d)). A bank
collecting the data in compliance with
§ 27.3 of this Part will be in compliance
with the recordkeeplng requirements of
§202.13 of Regulation B.

§ 27.6 Avallabillty and Submission of Data.

(a) Each bank shall make all
information collected under § 27.3
available for review at the bank to
examiners of the Cdmptroller of the
Currency upon request.

(b) Within 30 days from a bank's
receipt of notification from the
Comptroller, it shall complete and
submit, on a form prescribed by the
Comptroller, such of the data collected
pursuant to § 27.3 (b) and (c) of this Part
as the Comptroller shall specify in its
notification. This notification will be
made in advance of the consumer
examination of banks. The Comptroller
may, upon the request of a. bank and for
good reason, extend the 30 day period
BILLING CODE 4$10-33-M
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Guideline for the Fair Housing Home
Loan Data System

This Guideline indicates the general
policies to be followed by the
Comptroller of the Currency in
connection with the enforcement of the
Fair Housing Act, the Equal Credit
Opportufiity Act, and the Comptroller's -
proposed implementing regulation'
thereunder, 12 CFR Part 27, Fair Housing
Home Loan Data System. The Guideline
is intended to assist banks in
understanding and meeting the
requirements of the proposed regulation.

1. Summary.
The Comptroller believes that a

combination of computer-assisted
analytical techniques and direct bank
examiner consideration of facts is
essential to the effective enforcement of
the fair housing and lending laws. In
order to establish an effective
enforcement program which minimizes
the costs and burdens of such
enforcement, a program has been
developed which includes four elements.

A. Each national bank will be
required to maintain a log prescribed by
the Comptroller which will include
information on each application and
each in-person inquiry for a home loan.

B. Each national bank will be required
to obtain and maintain certain specified
data on each written application and to
maintain, where applicable, additional
data in the loan file.

C. A national bank with a substantial
volume of home loan applicants will be
required by the Comptroller to submit,
upon notification and in advance of an
on-site consumer examination, most or
all of the required data on a specific
number of applications for computer-
based analysis. Analysis of the data
prior to the examination will assist in

setting the direction and scope of the
subsequent on-site examination.

D. During on-site examinations,
national bank examiners will utilize the
analysis in reviewing a bank's
compliance with the Equal Credit
Opportunity and the Fair Housing Acts.

Each of these elements is discussed in
more detail below.

II. Fair Housing Lending Inquiry/
Application Log.

Section 27.3(a) of the proposed
regulations describes the information
which must be maintained in the form of
a log. The bank must maintain a log in
-each branch or office where in-person
inquiries are answered or applications
are accepted. The information in the log
must be maintained for a period of 25
months from the date of the last entry,
unless this period is extended by the
Comptroller. Examiners will review
these logs in conjunction with Fair
Housing and Community Reinvestment
Act examinations.

The log will allow an examiner to
determine easily the magnitude of the
bank's home loan activity, to locate
specific loan files for analysis, and to
monitor for possible pre-screening on a
prohibited basis by providing a form of
comparison between the characteristics
of inquirers/applicants and the
characteristics of the successful
applicants. It will also facilitate
geocoding by zip code to assist the
bank, as well as an examiner, in
assessing local'community credit needs
and the bank's lending performance for
the purposes of the Community
Reinvestment Act.

III. Information Required in Home
Loan Files. a

Section 27.3 (b) and (c) of the
proposed regulations describe the data
which must be obtained and maintained

in each home loan file. Each of the-
required items is necessary for full
analysis (computer-based and manual]
to determine whether or not the home
loan practices of the bank are in
compliance with the Fair Housing and
the Equal Credit Opportunity Acts.

The items required in § 27.3(b) are on
the Federal Home Loan Mortgage
Corporation/Federal National Mortgage
Association Residential Loan
Application Form (FHLMC Form 65/
FNMA 1003) which is widely used by
banks. The items required in § 27.3(b)
are shaded on a copy of the Residential
Loan Application Form in Illustration L

Each bank may use any loan
application form it believes appropriate,
but each bank must attempt to obtain
and record the required information and
maintain it in.the loan file. The
information need not be separately
compiled or submitted except upon the
notification from the Comptroller (see
§ 27.6 of the Regulations and Part IV
below).

Section 27.3(b) (2) and (3) describe the
monitoring information on race, sex, and
national origin which was formerly
voluntary but which now must be
provided either by the applicant, orif
applicant does not provide the
information, by the bank on the basis of
visual observation, surnames, or any
other available information. A bank may
provide the disclosure and request the
information orally or through the use of
a printed form. Each bank which uses
the FHLMC/FNMA Residential Loan
Application Form should change its
forms to conform with the disclosure
requirement in § 27.3(b)(2]. The
following language meets the
requirements of § 27.3(b)[2) and has the
approval of FHLMC/FNMA.

The following information is requested by the Federal Government if this Ioan is rclated to a dv.elin. in o:tdt to monitor the lendes comnlran:e
%mth equal credit opportunity and fair housing laws. You are not required to furni:h this information. tnt aze etcourao.-ed to di so. The la-: npro-
vides -that a fender may neither discriminate on the basis of this information. nor on O.liethe' you dioost to furnih it. Hor".-nrer. if you choose not
to furnish it, under Federal regulations this lender is required to note race and sex on the baxis of visual observaton or strrunw If Vow do not wish
to furnish the above information, please initial below

BORROWER:I do not wish to furnish this information (initials) - CO-BORROWER: I do not vwih to lumnis thi is-formation (initials)

RACE/ El American Indian. Alaskan Native El Asian. Pacific Islander RACEI 0l Amenean Indian. Alak3 Natia CE As,an. Paciffc Lsawde-
NATIONALE] Black 0 Hispanic El-tiote SEX: El Female NATIONAL 0 Bt3ack 0OHispanic El ttte SEX 0 Femae

ORIGIN El Other (spectfy) __ Male ORIGIN -Other (speci fy) _'-__31e

Of the items required in § 27.3(c), only
$census tract" is not commonly

maintained in home loan files. However,
itis required only in SMSA's and only if
the application reaches the appraisal
stage. Appraisers are familiar with
census tracts and census maps. A space
for "census tract" is.on the standard

FNMA appraisal form and the Federal
Housing Administration (FHA) now
requires "census tract" on all appraisals
for insured 1-4 family home loans.
Therefore, banks that are not currently
recording census tract in the loan files
may consider requesting it as a part of
an appraisal.

IV. Submission Requirements.
Section 27.6 of the Regulation requires

each bank, when notified by the
Comptroller, to submit certain data for a
specified number of applications. Each-
bank with a signilicant volume of home
loan applications amenable to computer
analysis will be required, at
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approximately 12-T18 month Intervals in
connection with scheduled consumer
examinations, to complete and submit a
home loan reporting form for ea-,h of a
specified numberof applications
covering a specified period of time. This
submission-will normally.cover only
direct home purchases, but in some
cases, based on volume of other types of
loans, may also include data for
refinanced loans or permanent
construction loans. The home loan
reporting fornwill contain all, or nearly
all of the items required to be
maintained in the home loan file in
§ 27.3 (b) and (c). Items which the

'Comptroller finds are not condufciveto
computer-based analysis will not be -
collected, but will be examined at the
bank in the subsequent examination.
Generally, banks with fewer than 50
applications a year will nol be requested
to submit reporting forms, but must
maintain the information required in
§ 27.3 (b] and (c) in each file for
examination in the bank by examiners.

V. Compater-Based Analysis and On-
Site Examination.
OCC will reviev loan policies for

indications of possible noncompliance
with ECOA and the Fair Housing Act
which require further investigation.
With the assistance of computer-based
analysis, the Comptroller will analyze
the bank's lending decisions and terms
in relation to the bank's stated policies
and in relation to the requirements of
ECOA and the Fair Housing Act. In the
event that there are indications that the
bank may not be in compliance, the
system will highlight general areas of
possible non-compliance, as well as
individual cases, so that they can be
reviewed by the examiner during the
subsequent examination.

Identification and correction of
specific and general areas of-non-
compliance remain the responsibility of
each bank. Whenever a computer-based
analysis is made, the Comptroller will
discuss the analysis with the bank at the
on-site examination to assist the bank in
complying with ECOA, the Fair Housing
Act and 12 CFR Part 27.

VI. Questions concerning the
Comptroller's enforcement of Federal
fair housing laws should be directed to
the Regional Director of Customer and
Community Programs in the Office of
the Regional Administrator of National
Banks for the region in which the bank
is located, or to the Director, Civil Rights
Program, Office of Customer and
Commurfity Programs, Office of the
Comptroller of the Currency, 490
L'Enfant Plaza, SW., Washington, D.C.
20219.
BILUNG CODE 4810-33-M
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Dated: April 6, 1979.
John G. Heimann
Comptroller of the CurrZncy.
[FR Doc. 79-11549 Ffled 4-12-79; 9:45 am]
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FEDERAL ELECTION COMMISSION

11 CFR Chapter IX-

Presidential Election Campaign Fund,
Presidential Primary Matching Fund;
Correction

AGENCY: Federal Election Commission.
-ACTION: Transmittal of Regulations:
Correction.

SUMMARY: On Wednesday, April 4,1979,
(44 FR 90336-20348) the Commission
published the text of revised regulations
to implement the Presidential Primary
Matching Fund transmitted to Congress
on February 16 pursuant to 26 U.S.C.
9039(c). A portion of the text of 11 CFR
9034.2 Matchable Campaign
Contributions was -inadvertently omitted
from the text-published in the Federal
Register and some paragraphs
numbered incorrectly (44 FR 20345).
Accordingly, the Commission publishes
the corrected text of 11 CFR 9034.2 in its
entirety as a substitute for the text
published on Aprif 4.
EFFECTIVE DATE: Further action
including an announcement of an
effective date will be taken by the
Commission after the regulations have
been before the Congress after the
regulations have been before the
Congress 30 legislative days in
accordance with 26 U.S.C. 9039(c).
FOR FURTHER INFORMATION CONTACT.
Ms. Patricia Ann Fiori, Assistant
General Counsel, Regulations and
Legislation, 1325 K Street, Northwest,
Washington, D.C. 20463, (202) 523-4143.
SUPPLEMENTARY INFORMATION: See the
statement of explanation and
justification published in the Federal
Register on Wednesday, April 4,1979
(44 FR 20339).

11 CFR 9034.2 as published April 4,
1979, is corrected to read as follows:

§ 9034.2 Matchable campaign
contributions.

(a) Contributions meeting the
following requirements will be
bonsidered matchable campaign
contributions.

'(1) The contribution must be a gift of
money made: by an individual; by a
written instrument identifying the
contributor by full name and mailing
address; and for the purpose of
influencing the result of a primary
election.

(2) The contribution shall be
matchable only to the extent of the first
$250 contributed by an individual.

(3) The amount of the contribution
which is submitted for-matching shall be

actually received by the candidate or
any of the candidate's authorized
committees and deposited in a
designated campaign depository
maintained by the principal campaign
committee,

14) The written instrument used in
making the contribution shall be dated,
physically received and deposited by
the candidate or authorized committee
on or after January I of the year
immediately preceding the calendar
year of the Presidential election, but no
later than December 31 following the
matching payment period.

(b) For purposes of this section, the
term written instrument means a check
written on a personal, escrow or trust
account; a money order, or any other
negotiable instrument.

(c) The written instrument must be:
payable on demand; and to the order of,
or specifically endorsed without
qualification to, the Presidential
candidate, his or her principal campaign
committee, or his or her authorized
committee. The written instrument shall
contain: The full name and signature of
the contributor, except in the case of
contributions from joint accounts or by
certain money orders; the amount and
date of the contribution; and the mailing
address of the contributor.

(1) In cases of a check drawn on a
joint checking account the contributor is
considered to be the owner whose
signature appears on the check. To be
attributed equally to other joint tenants
of the account, the check or other
accompanying written document shall
contain the signature(s) of the joint
tenant(s).

(2) In cases of money orders which do
not contain the signature of the
contributor, an accompanying written
document shall contain the signature of
the contributor.

(3] Checks drawn on escrow or trust
account can only be a contribution from
the person who has beneficial
ownership of the account and therefore
must be signed by that person with the
statement that the giving of the
contribution does not violate the
conditions of the trust or escrow
agreement.

Dated: April 9.1979.
Tin D.Alk n
a, 0 ia. rFcdfT0 E~CCV,-n 'M Z:?

[FR D=. 79-11542 Filed 4.-1 n 45 - ,al
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DEPARTMENT OF ENERGY

10 CFR Part 430

Final Rtilemaking Regarding the
Sampling Requirements of Consumer
Product; Test Procedures /

AGENCY: Department of Energy
ACTION: Final rule.

SUMMARY: The Department of Energy
amends the'sampling provisions of its
test procedures for refrigerators and
refrigerator-freezers, freezers,
dishwashers', clothes dryers, water
heaters, room air conditioners, home
heating equipment (not including
furnace s),'televislon sets, kitchen ranges
and ovens,-clothes washers, humidifiers
and dehumidifiers, and furnaces. The
test procedures are a part of the energy
conservation program for. consumer
products established under the Energy
Policy and Conservation Act and are
intended to provide standard methods of
determining energy consumption for

-consumer products covered by the
program. The test procedures.amended
by this notice are applicable to any
testing of consumer products required
under the Energy Policy and
Conservation Act relating to

'representations respecting the energy
consumption of, or the cost of energy
consumed by, such products and
relating to the labeling of such products.
EFFECTIVE DATE: May 14,1979.

FOR FURTHER INFORMATION CONTACT:
James A. Smith, Department of Energy,
Mail Station 2221C, 20 Massachusetts
Avenue, N.W., Washington, D.C. 20545;
202-376-4814.

Robert Mussler. Office of the General
Counsel, 20 Massachusetts Avenue,
N.W., Room 3224, Washington, D.C.
20545; 202-376-9472.

SUPPLEMENTARY INFORMATION:

A. Background
Title III, Part B, of the Energy Policy

and Conservation Act ("ACT") (42
U.S.C. 6291 et seq.) *establishes an
energy conservation program for
consumer products ("program"). The
program is designed to encourage •
manufacturers to produce, and
consumers to purchase, significantly
more energy efficient-consumer
products. The Act divides major
responsibilities for accomplishing these
goals between the Department of Energy
("DOE") and the FederalTride
Commission ("FTC"). Section 323 of the
Act directs DOE to develop-test
procedures for the program. Section 325
directs DOE to-establish mandatory

,energy efficiency standards for the
consumer products included in the
program. DOE will issue a notice
proposing standards for nine of these
products later this year. Section 324
directs FTC to prescribe consumer
product labeling rules which, through
use of information derived from
performing the DOE test procedures,
will provide consumers with information
regarding energy consumption which
will be of assistance in making
purchasing decisions. The FTC also has
responsibility for assuring that
representations respecting energy
consumption and energy costs conform
with the requirements of section 323[c)
of theAct.

Section 323(b)(1) requires that the test
procedures prescribed by DOE not be
unduly burdensome to conduct. DOE
has recognized that manufacturers
cannot reasonably be required to test
each individual unit which they produce.
Therefore, DOE has proposed and
promulgated test pr6cedures for each
type of consumer product covered by
the program (sometimes referred to as
"covered product") which include
sampling prov isions designed both to
maximize the confidence with which
test-results of unts actually tested can
be applied to units of the same'basic
model not tested and to minimize the
testing burden on manufacturers.

Since only the program aspect
concerning representations subject to
section 323(c) was operative at the time
final test procedures were prescribed,
DOE promulgated sampling provisions
(10 CFR 430.24) applicable only to
testing in connection with the
representations subject to section 323(c).
In so doing, DOE recognized the
eventual necessity for amending the test
-procedures to prescribe sampling
provisions for other aspects of the
program as those other aspects became
operative.

On July 14, 1978, FTC issued proposed
labeling rules, including provisions '
covering section 323(c) representations,
for covered products under section 324
("Rules for Using Energy Cost and
Consumption Information in Labeling
and-Advertising of Consumer
Appliances under the Energy Policy and
Conservation Act," 43 FR 31806, July 21,
1978).

To complete the test procedures
which these FTC rules will utilize, on
September 5, 1978, DOE issued a notice
of proposed rulemaking, ("Proposed
Rulemaking and Public Hearing
Regarding Shmpling-Requirerehts of
Appliance Test Procedurds," 43 FR
40192, September-8,1978) to amend its
test procedures by adding § '430.23 to

specify sampling provisions which will
be applicable to both relevant program
aspects, i.e., labeling under section 324
of the Act and representations under
section 323(c) of the Act.

DOE held a public briefing on the
proposed sampling provisions on
September 18, 1978. This briefing
included a discussion of methods of
computing the numhber of units to be
tested and a review of the types of
information which would better enable
DOE to resolve any issues raised in the
proposal.

Documents entitled' "Determining the
Number of Units to be Tested for
Sampling Methods Employing One-
Sided Confidence Limits" and
"Determining the Number of Units to be
Tested for Sampling Methods Employing
Two-Sided Confidence Limits" were
prepared by DOE to provide a detailed
technical explanation of the sampling
methods inder consideration. .Copies
were made available to all interested
persons.

A joint public hearing on the FTC
proposed labeling rule and the DOE
proposed sampling rule was held from
October 12,1978 to November 3,1970,

After reviewing all comments
received and other available data, DOE
today amends its test procedures by
adding § 430.23 to specify sampling
provisions which will be applicable to
both relevant program aspects, i.e.,
labeling under section 324 of the Act
and representations under section 323(c)
of the Act for consumer products other
than central air conditioners.
Accordingly, except for paragraph
430.24(m) § 430.24 is deleted since the
provisions in that section are covered by
the new § 430.23. Paragraph 430.24(m),
dealing with central air conditioners,
remains and § 430.23(m) is reserved for
central air conditioners in today's final
rule. A provision that was in § 430.24
relating to kitchen ranges and ovens is
moved to the kitchen ranges and ovens
test procedures appendix where It more
appropriately belongs.

Comments were received from
individual manufacturers, trade
associations, and consumer groups.
Many comments were directed toward
technically complex issues which
require familiarity with statistics to be
fully understood. Detailed technical
explanation of sampling methods
relevant to the program and referred to
in this discussion of comments is
presented in two documents prepared
by DOE: "Determining the Number of
UnitS to be Tested for Sampling
Methods Employing Two-Sided
Confidence Limits" and "Determining
the Number of Units to be Tested for
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Sampling Methods Used in Consumer
Product Test Procedures." (This latter
document is a revision of an earlier
document entitled "Determining the
Number of Units to be Tested for
Sampling Methods Employing One-
Sided Confidence Limits." The revision
was made in order to include the
phraseology used in today's final rule.)
Copies are available upon request by
contacting either James A. Smith,
Department of Energy, Mail Station
2221C, 20 Massachusetts Avenue, NW.,
Washington, D.C. 20545, telephone 202-
376-4814, or the Freedom of Information
Office at Room GA152, Forrestal
Building, 1000 Independence Avenue,
S.W., Washington, D.C. 20585.

B. Discussion of Comments

1. Sampling plans utilizing one-sided
confidence limits

The proposed sampling provisions
were substantially identical to the
sampling provisions already
promulgated at 10 CFR 430.24 applicable
to testing in connection with
xepresentations subject to section 323(c)
of the Act Proposed § 430.23 was
intended to provide an acceptable level
of assurance that test results would be
applicable to all units of a basic model,
without-creating an undue testing
burden for manufacturers. This sampling
approach, described by "two-sided
confidence limits," places both upper
and lower limits on the range or interval
in which the true mean is likely to be
found. The benefit of the two-sided
method is to maximize the precision of
any representations respecting energy
consumption. Under this approach, a
specified range about any represented
value of a measure of energy
consumption must, with a specified
degree of certainty, include the true
mean.

The preamble to the proposed rule
discussed another sampling approach
described by "one-sided confidence
limits." The one-sided method places
either an upper limit or a lower limit on
the range or interval in which the true
mean is likely to be found. This method
offers added flexibility by allowing for
the testing of fewer units and-therefore,
reduced testing costs.

Most of those commenting
recommended that DOE adopt sampling
plans utilizing one-sided confidence
limits rather than sampling plans
utilizing two-sided confidence limits. It
was stated that the principal benefit of
sampling plans utilizing one-sided
confidence limits is that they allow
manufacturers to conservatively adjust
measures of energy consumption.

Specifically, manufacturers may use
values higher than the mean for
estimated annual operating cost, energy
consumption or other measures of
energy consumption for which
consumers.would favor lower values,
and/or values lower than the mean for
measures of efficiency (i.e., energy
factor, energy efficiency ratio, seasonal
energy efficiency ratio, annual fuel
utilization efficiency defined and
measured according to DOE test
procedures) or other measures of energy
consumption for which consumers
would favor higher values.

The proposed sampling plan
employing two-sided confidence limits
required that a specified range about
any represented value of a measure of
energy consumption must, with a
specified degree of certainty, include the
true mean of such measure. This
requires the true mean of the estimated
annual operating cost to be, with a
specified degree of certainty, both
greater than or equal to the lower limit
of the specified range about the
represented value and less than or equal
to an upper limit of the specified range.
Commenters objected to this sampling
plan because manufacturers may be in
noncompliance for overstating estimated
annual operating costs or otherwise
rating products conservatively.

Commenters stated that
manufacturers should be permitted to
rate products conservatively.
Commenters contended that consumers
would actually benefit from
conservative ratings because they would
probably experience lower operating
costs than would have been expected
based on conservative values for
estimated annual operating cost.
Manufacturers would desire the
opportunity to overstate estimated
annual operating cost for several
reasons. First, based on their knowledge
and experience, manufacturers could
overstate the estimated annual
operating cost and understate the
measure of efficiency to compensate for
anticipated changes in the energy
consuming characteristics of future
production units of a particular basic
model. Examples of the causes of
possible future changes in energy
consuming characteristics include wear
on manufacturing equipment. process
variations and tolerances of
components. Second, overstating
estimated annual operating cost can
have the effect of reducing the number
of units to be tested. (This is explained
in "Determining the Number of Units to
be Tested for Sampling Methods Used in
Consumer Product Test Procedures,"
previously referenced.)

Sampling plans utilizing two-sided
confidence limits were supported by one
manufacturer and a consumer group on
the grounds that such plans are likely to
produce the most representative values
of measures of energy consumption.
Commenters noted that the purpose of
displaying measures of energy
consumption on consumer product
labels was to assist consumers in
making purchasing decisions. If
manufacturers overstated estimated
annual operating cost, as would be
permitted by sampling plans utilizing
one-sided confidence limits, then basic
models which have the lowest estimated
annual operating costs shown on the
label may not be the same basic models
which actually have the lowest
operating cost. The ranking of estimated
annual operating costs may be affected
by the amounts of testing different
manufacturers choose to perform and by
the extent manufacturers choose to
overstate estimated annual operating
cost DOE believes, however, that
competitive pressures will encourage
manufacturers to minimize the extent
that estimated annual operating costs
may be overstated. DOE believes,
therefore, that the ranking of basic
models by estimated annual operating
costs will not be significantly affected
by adopting sampling plans utilizing
one-sided confidence limits.

Other sampling approaches, including
those used for industry certification
programs, were considered and rejected
by DOE. One such plan permitted
manufacturers to modify test units if it
was found that such units failed to meet
certain energy performance criteria.
However, such modification would not
normally be performed on units
distributed in commerce. Represented
values for measures of energy
consumption may, therefore, be
representative of modified units and not
representative of units distributed in
commerce. Therefore, DOE rejected this
plan.

Still other plans, unlike the proposed
or alternative sampling plans, specified
a fixed number of units to be tested.
Under these plans, the reliability of the
measures of energy consumption could
be expected to be high for basic models
where test results among the units
tested show little variability, and the
reliability could be expected to be low
where there was substantial variability.
It should be noted, however, that a
major purpose of testing is to piovide
reliable measures of energy
consumption in order to assist
consumers in making purchasing
decisions. DOE believes that the
simpling plan should be so constructed
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that the reliability of measures of energy
consumption is consistent within each
product type..The sampling plans
utilizing either one-sided confidence
limits or two-sided confidence limits
would require the number of units to be
tested to be higher for basi'models
whose measures of energy consumption
show high Variability.

Other commenters recommended that
DOE not specify any sampling plan at -
all and, instead, permit manufacturers to
derive measures of energy consumption
in any manner they choose. DOE
believes, however, that in order to
assure comparability of representations
between different manufacturers
complete test procedures should provide
guidance as to how the results obtained
by testing a small number of units
should be used to determine the'
measures of energy consumption
applicable to all the units of a basic
model. Sampling plans provide this
guidance.

DOE accepts the argument thata
sampling plan utilizing one-sided
confidence limits is necessary to enable
manufacturers to compensate for
anticipated changes in the energy
consuming characteristics of future
production units. The proposed sampling
plans which utilized two-sided
confidence limits -would not provide
manufacturers an advance opportunity
to modify measures of energy
consumption even when changes due to
wear in manufacturing equipment-
process variations and tolerances of
components are anticipated.

For the reasons discussed above,
sampling plans utilizingone-sided
confidence limits are adopted in this
final rule. Sampling plans utilizing one-
sided bonfidence limits require different
statements for the two types of
measures of energy consumption. One
type of measure includes estimated
annual operating cost, energy.
consumption and other measure 'of
energy consumption for which
consumers would favor lower values.
The other type of measure includes
measures of efficiency and other
measures of energy consiinption for
which consumers would favor higher
values. In comparison, separate
statements applying to the different
types of measures of energy
consumption are not needed for a
sampling plan utilizing two-sided
confidence limits. Therefore, single
statements in proposed §§ 430.23fa)
through 430.23[o) have been replaced by
two statements in the corresponding
locations in today's final rule. -

Today's final rule, while adopting
sampling plans utilizing one-sided

confidence limits, uses different
phraseology as compared to the sinilar
sampling plan presented as an
alternative in the preamble to the
proposed rule. The change in
phraseology is explained later in this
Discussion of Comments.

2. Testing burden andreliability of
measures of energy consumption for
electric refrigerators, electric
refrigerator-freezers and freezers.
Comments received recommended that
DOE adopt sampling plans which
required fewer units of el6ctric
refrigerators, electric refrigerator-
freezers, and freezers to be tested as
compared to the proposed rule in order
to reduce the testing burden.
-Commenters contended that until
facilities could be-expanded, the
proposed sampling plan would result in
insufficient test facilities being available
to perform testing essential for the
development of energy saving designs of
refrigeration products. Testing capacity
for these products is low because test
facilities were previously constructed to
meet two needs which have not greatly
expanded. First. testing capacity was
designed to accommodate an industry
certification program which did not
require as much testing as the Federal
program. Second, testing capacity was
designed to provide for the testing and
-evaluation of new basic models at a rate
'slower than is needed to accommodate
current state and Federal programs
which require the development of more
efficient products.

The proposed sampling rule specified
that, with 95 percent confidence, a range
of ±10%- about the represented values of
the measure of energy consumption
should contain the true mean of such
measures. In the preamble to the
proposed rule, comments were
specifically requested which address the
need, if any, for modifying the sampling
requirements for these products. Specific
questions inSectionD of the preamble
to the proposed rule were designed to
solicit the type of data DOE would need
in order-to determine the advisability of
modifying statistical parameters.

Commenters provided this data which
included the time required to test one
unit; the frequency of introducing new
basic models, the number of units of
each basic model which would be tested
to satisfy sampling provisions, using
modified sampling parameters the
extent that existing test results can be
used to fulfill the requirements of
Federal programs; the extent of testing
beyond the level previously conducted
to supportprograms either administered
by trade associations orconducted for
the manufacturer's own purposes; the

number of basic models the commenter
currently produces; the energy
consuming characteristics or features' that distinguish the eommenteres basic

models; the capacity of test facilities
used by the commenter; the cost of
testing all the conmnenter's basic
models; and theqost of expanding test
facilities.

Comments stated that testing of a,
single unit of a basic.model takes as
long as 26 days. Because of this long
testing period for one unit it Is not
practical to test units of a sample
sequentially because total test times
would reach several months. For
example, testing four units would take
78 days assuming the first two units
were tested simultaneously. Such
extended periods would require
extending the time between
development and introduction of new
models. Therefore, unlike other
products, manufacturers would need to
estimate and select the sample size in
advance and simultaneously test all the
units likely to be required by the
statistical criterion. The disadvantage of
this approach Is that the results of
testing may show that more units were
tested than were needed to satisfy the
sample's confidence statement.
Therefore, testing costs and other
burdens would be greater than if the
units had been tested sequentially. Data
submitted by one commenter showed
that with the proposed statistical
parameters (i.e., 95% confidence, ::10%
tolerance) the selected sample size
wouldbe5units.

DOE has reviewed these comments
and concluded, based on data
submitted, that until facilities could be
expanded, testing of new basic models
with the DOE test procedures would be
expected-to occupy over half the testing
facilities available for testing
refrigeration products.

Data was also provided on two other
sets of statistical parameters, 95%
confidence and ±20% tolerance, and
90% confidence and :k10% tolerance.
Only a small difference In testing
burden would result from these latter
two sets of statistical parameters. In
both cases, sample size would be four if
the manufacturer desired a probability
greater.than 90 percent that all required
testing could successfully be performed
simultaneously.

DOE rejects the set of statistical
parameters which include tolerances of
:±20% for refrigeration products. Under
sampling plans which include such
tolerances, the total-spread of the true
means of measures of energy
consumption over all basic models of
the product type could be less than the
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spread caused by the tolerances of such
measures. Therefore, consumers may
not be provided information which
would be of assistance in making
purchasing decisions.

DOE has determined that a sampling
plan which specifies 90 percent
confidence and 410 percent tolerances
results in a testing program which
provides the most reliable data for
determining measures of energy
consumption and which is consistent
with the limitations on capacity of
testing facilities available now and
expected in the near future. A sampling
plan which utilizes one-sided confidence
limits and specifies 95 percent.
confidence requires no more testing
compared to the plan which utilizes two-
sided confidence limits and specifies 90
percent confidence. Therefore, DOE is
prescribing at § 430.23(a) in today's final
rule a sampling plan for electric
refrigerators, electric refrigerator-
freezers and freezers utilizing one-sided
confidence limits and 95 percent
confidence. The effect of this sampling
plan is to require fewer tests as
compared to the sampling plan in the
proposed xle while at the same time
providing meaningful measures of
energy cbnsumption.

3. Testing burden and reliability of
measures of energy consumption for
central air conditioners. Those
commenting recommended that DOE
adopt sampling plans which required
fewer units to be tested as compared to
either of the distinct plans piesented in
DOE's proposed rule.

The proposed rule specified that units
of only certain basic models need be
tested. Specifically, the proposed rule
grouped basic models according to the
condensing unit used and required that
only units of the condenser-evaporator-
coil-combination (defined in DOE test
procedures) which was expected to
have the largest volume of retail sales
among all basic models using that
condensingunit need be tested. The

- proposed rule specified 90 percent
confidence and tolerances of ±5% for
the sampling plans which utilized two-
sided confidence limits.

Specific questions in Section E of the
preamble to the proposed rule were
designed to solicit the type of data DOE
would need in order to determine the
advisability of modifying sampling
plans. Commenters provided this data
which included information on the time
required to test one unit, the frequency
of introducing new basic models, the
number of units of each basic model
which would be tested to satisfy
sampling provisions using modified
sampling parameters; the extent that

existing test results can be used to fulfill
the requirements of Federal programs;
the extent of testing beyond the level
previously conducted to support
programs either administered by trade
associations or conducted for the
manufacturers' own purposes; the
number of basic models the commenter
currently produces; the energy
consuming characteristics or features
that distinguish the commenter's basic
models; the capacity of test facilities
used by the commenter, and the cost of
testing all the commenter's basic
models.

Many comments addressed the testing
burden associated with the proposed
sampling plans. DOE has reviewed the
comments and has determined that the
extent and impact of testing burden
requires further analysis.

Therefore, today's final rule does not
include a sampling plan to be used when
testing is required to comply with
labeling rules prescribed under section
324 of the Act. The sampling plan
previously promulgated at § 43024(m)
regarding sampling to be used when
testing is required to comply with rules
prescribed under section 323(c] of the
Act remains in effect.

DOE plans to propose in the near
future an amendment to the test
procedures for central air conditioners
in order to include test procedures for
heat pumps. Sampling requirements
applicable to the labeling of central air
conditioners, and applicable to labeling
and representations covered by section
323(c) for heat pumps, will be addressed
during that rulemaking process.

4. Testing burden andreLiabilty of
measures of energy consumption for
furnaces. Comments received on the
sampling proposal for furnaces
recommended that DOE adopt sampling
plans which required fewer units to be
tested as compared to the proposed rule
so that testing burden would be reduced.

The proposed rule specified that, with
95 percent confidence, a range of ±5
percent about the represented values of
the measures of energy consumption
should contain the true mean of such
measures.

Commenters provided information on
the time required to test one unit; the
frequency of introducing new basic
models; the number of units of each
basic model which would be tested to
satisfy sampling provisions using
modified sampling parameters; the
extent that existing test results can be
used to fulfill the requirements of
Federal programs; the number of basic
models the commenter currently
produces, the energy consuming
characteristics or features that

distinguish the commenter's basic
models; and the effects on the number of
prototype units which must be produced
to meet sampling requirements.

After reviewing the data submitted
and evaluating the extent of testing that
would be required, DOE has determined
that the sampling plan described in the
proposed rule will not result in any
significant negative impact to either
manufacturers or consumers. DOE notes
that the energy consumption of furnaces
amounts to approximately 10 percent of
the total energy consumed by the Nation
and the estimated annual operating cost
of furnaces are of the same magnitude
as furnace prices. Therefore, it is
especially important to maintain the
reliability of measures of energy
consumption for furnaces at the highest
levels in order to better assist
consumers in making purchasing
decisions which will have a large impact
on both the Nation's energy
consumption and the cost of energy to
consumers.

DOE has, therefore, determined that
the proposed sampling plan which
specifies 95 percent confidence and ±k5
percent tolerances provides the most
reliable data for determining measures
of energy consumption without creating
an unreasonable testing burden. As
previously explained, the sampling plan
which utilizes one-sided confidence
limits and specifies 97% percent -
confidence requires no more testing
compared to the plan which utilizes two-
sided confidence limits and specifies 95
percent confidence. Therefore, DOE is
prescribing in today's final rule a
sampling plan utilizing one-sided
confidence limits and 97% percent
confidence at § 430.23(n).

Special provisions for determining
measures of energy consumption for
sectional cast-iron boilers, a category of
furnaces, are discussed in section 9 of
this Discussion of Comments.

5. Testing burden andrelabidity of
measures of energy consumption for
dishwashers, clothes dryers,';water
heaters, room air conditioners, home
heating equipment (not including
furnaces), television sets, kitchen ranges
and ovens, clothes washers, humidifiers
and dehumid'fiers. Commenters
recommended that final sampling plans
for dishwashers, clothes dryers, water
heaters, room air conditioners, home
heating equipment (not including
furnaces), television sets, kitchen ranges
and ovens, clothes washers, humidifiers
and dehumidifiers require fewer units to
be tested as compared to the proposed
sampling plans so that testing burden
would be reduced. In each case,
however, sufficient data was not
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provided nor is otherwise "available to
DOE to enable DOE to weigh the
benefits and burdens of alternative
sampling plans, Comments failed to
address the specific questions in section
E of the preamble to the DOE proposed
sampling rule which were designed to
solicit the type of data DOE would need
in order to determine the advisability of
modifying statistical parameters. DOE
has reviewed all available information
and determined that the sampling
requirements as proposed will provide
reliable measures of energy
consumption without creating an
unreasonable testing burden. Therefore,
the final rule prescribes sampling plans
which require the same number of units
to be testel, if sample means are to be
usbd for measures of energy
consumption. However, the adoption of
sampling plans utilizirfg one-sided
sampling plans requires modifying
confidence limits, as discussed i
section 1 of this Discussion of
Comments. Therefore, for dishwashers,
clothes dryers, room air conditioners,
home heating equipment (not including
furnaces], television sets, kitchen ranges
and ovens, clothes washers, humidifiers,
and dehumidifiers the final rule specifies
97Y percent confidence levels whereas
95 percent confidence levels were
specified in the proposed rule. Such
provisions appear in the final sampling
rule in the case of dishwashers at
§ 430.23(c), clothes dryers at § 430.23(d),
room air conditioners at § 430.23(f),
home heating equipment (not including
furnaces), at § 430.23(g), television sets
at § 430.23(h), kitchen ranges and ovens
at § 430.23(i), clothes washers at
§ 430.23(j), humidifiers at § 430.23(k),
and dehumidifiers at § 430.23(1).
Similarly, for water heaters the final rule
specifies 95 percent confidence levels
whereas 90 percent confidencelevels
were specified in the proposed rule.
Such provision appears in the final rule
at § 430.23(e).

Sampling requirements for kitchen
ranges and ovens are further discussed
in section 8 of this Discussion of
Comments.

6. Reliability of measures of energy
consumption pther than measures of
efficiency. Commenters recommended
that confidence levels and tolerances be
applied only to the measures of
efficiency (i.e., energy facior, energy
efficiency ratio, seasonal energy
efficiency ratio, and annual fuel
utilization efficiency, which are defined

,and measured in DOE test procedures), .
and not to estimated annual operating
cost and energy consumption.
Commenters'noted that it is

unreasonable to expect the latter
measures to predict accurately any-,
particular consumer's experience
because of the variability caused by
usage patterns, climate, and local energy
costs. Commenters reasoned that such
measures should therefore not be
subject to requirements of reliability and
accuracy.

It should be noted, however, that the
estimated annual operating cost is
designed to assist consumers in making
purchasing decisions by enabling them
to compare the energy consuming
characteristics of consumer products. To
serve this purpose'the estimated annual
operating cost must provid a
reasonably accurate means of
comparing such products on a relative
basis. The confidence levels and
tolerances pertain to the reliability of
the measures of energy consumption in
making comparisons between like
products, and not to the actual operating
cost that any particular consumer might
experience.

7. Components manufactured by
different suppliers. Commenters stated
that it is often necessary to substitute
components manufactured by different
suppliers and that these substitutions
typically have an effect of less than a
few percent on the tested values of the
measures of energy consumption.
commenters further stated that based on
the definitions of the term "basic model"
presented in DOE test procedures, it
was not clear whether the units which
include such component substitutions
constituted a new basic model and
therefore would require additional
testing.

If the tested values of the measures of
energy consumption for units having
such component substitutions change by
only a few percent from the tested
values before the substitution, DOE
agrees that additional testing of sich
units would not provide benefit to the
consumer commensurate with costs
incurred. To clarify the test procedures,
wherever the term "ba'ic model" is used
in § 430.23, a footnote states that
components of similar design may be
substituted without necessitating further
testing, if the represented values of the
measures of energy consumpption will
not change as a result of the
substitution, i.e., the represented values
continue to satisfy the sampling
confidence statement. With the adoption
of sampling plans utilizing one-sided
confidence limits, manufacturers may
adjust their represented values of the
measures of energy consumption from
tested values of the-measures of energy
consumption to compensate for
anticipated changes in the energy

consuming characteristics of future
production units that may include such
component Substitutions.

The criteria for determining whether a
component substitution will create a
new basic model which would require
additional testing is as follows: A
component substitution which affects
the tested values of the measures of
energy consumption of a product will
create a new basic model which will
require additional testing if the value of
the represented measure of energy

S.consumption no longer satisfies the
sampling confidence statement. For
example, if a 30 watt condenser fan In a
refrigerator-freezer is substituted for a
27 watt condenser fan and if this is the
onl' design change which affects the
tested values of the measures of energy
consumption, then the total average
power needed to operate the
refrigerator-freezer may be expected to
increase by three watts. However, as
compared to the total average power
consumption of approximately 500
watts, any changes in the tested values
of the measures of energy consumption.
will be less than errors caused by the
rouhding specified in DOE test
procedures. Therefore, a samplq of units
containing the substituted condenser fan
need not be tested since, by not
changing the value of the tested measure
of energy consumption, the confidence
statement remains satisfied for the

* represented values of the measures of
energy consumption.

As another example, if a 300 watt
compressor motor in a refrigerator-
freezer is substituted for a 350 watt
compressor motor of identical capacity,
then the efficiency of such units is likely
to be improved and the energy
consumption is likely to decrease.
HoWever, because the sampling plan
utilizes one-sided confidence limits, the
values of the tested measures of energy
consumption of the basic model are
changed such that the confidence
statement for the represented values of
the measure of energy consumption for
this model remains valid, Additional
testing may be done in this case if the
manufacturer wishes to take advantage
of the improvement and reflect It in the
represented values for the measures of
energy consumption.

As a final example, If a 350 watt
compressor motor in a refrigerator-
freezer is substituted for a 300 watt
compressor motor of identical capacity,
then efficiency of such units is likely to
decrease and their energy consumption
is likely to increase. It is probable that
the represented value of the measure of
efficiency based on testing units
containing the 300 watt compressor

I
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motor will no longer satisfy the sampling
confidence statement. In such case,
further testing could be needed to
establish the represented value of the-
measures of energy consumption which
will satisfy the confidence statement for
units which use the 350 watt compressor
motor.
- 8. Sdjecial testing considerations for
kitchen ranges and ovens. Commenters
stated that some oven models were
distinguished only by the design of the
oven doors, i.e., otherwise identical
ovens would have either a door
containing a window or a solid door. It
was further stated that the energy
consumptions of such models would
differ by only a very small amount and
it would therefore be unduly
burdensome to require separate testing
for different designs of the same oven
door.

The National Bureau of Standards has
analyzed the differences in energy
consumption of oven models using
various design of oven doors. Analysis
shows that the change in annual
operating costs typically is less than one
dollar. Analysis also shows that in most
cases the estimated annual operating-
cost would be unaffected by the
particular selection of oven doors
because the procedure by which such
costs are rounded to the nearest dollar
would mask any expected changes in
operating cost. Therefore, the reliability
of measures of energy consumption
would not be significantly diminished.

DOE believes that both
manufacturers' and consumers' interests
would be furthered by determining
measures of energy consumption by
testing ovens with the door designs
likely to result in the greatest energy
consumption. Measures of energy
consumption for ovens which have
identical characteristics other than door
design may either be assumed to be the
same as for the oven which is actually
tested and is likely to consume more
energy, or, if the manufacturer chooses,
to be determined by further testing.

This change appears in § 430.23(i)(2)
which provides that manufacturers need
not test basic models which differ from
other tested basicmodels by only the
design of oven doors, the use of which
leads to improved efficiency and
decreased energy consumption and
estimated annual operating cost. Any
represented values of measures of
energy consumption for such basic
models shall be the same as for the
tested basic model.

Today's rule also contains a
clarification of the sampling
requirements for conventional ranges
and microwave/conventional ranges.

Basic models of conventional ranges
and microwave/conventional ranges are
comprised of basic models of major
cooking components (i.e., conventional
cooking tops, conventional ovens and
microwave ovens). Section 430.23(i](1) in
today's final rule requires the testing for
each basic model of conventional
cooking tops, conventional ovens and
microwave ovens. Measures of energy
consumption for basic models of
conventional ranges and microwave/
conventional ranges are calculated from
the results of testing basic models of
conventional cooking tops, conventional
ovens and microwave ovens. Statistical
confidence statements only apply to the
results of actual testing and do not
relate to calculated measures of energy
consumption for conventional ranges
and microwave/conventional ranges.

9. The effects of sectional design of
cast iron boilers. Data submitted
showed that the annual fuel utilization
efficiency, energy consumption and
estimated annual operating cost of
sectional cast iron boilers (i.e., cast iron
boilers consisting of an assembly of two
end sections and a variable number of
identical intermediate sections, the
number of intermediate sections
depending on the desired heating
capacity) can be accurately predicted by
a linear interpolation based on data
obtained from units having the smallest
and largest number of intermediate
sections. Therefore, little or no new
information would result from any
requirement for actual testing of middle-
sized units.

Data was submitted which showed
the efficiencies measured according to
DOE test procedures of 15 groups of
sectional cast-iron boilers, with each
group being made up of boilers identical
except for the number of intermediate
sections. An analysis of the data
submitted shows that linear
interpolation for the middle-sided units
results in errors in the measure of
efficiency of less than two percent
compared to actual test results. Since
the tolerance of all measures of energy
consumption has been established as
five percent DOE has determined that
the reliability of measures of energy
consumption for the middle-sized units
will not be significantly diminished by a
linear interpolation based on data
obtained from testing units having the
smallest and largest number of
intermediate sections and the same
combustion chamber. Alternatively, a
manufacturer may determine measures
of energy consumption for sectional
cast-iron boilers having any number of

-intermediate sections by actually testing
all sizes of such units.

Linear interpolation is permitted
where a consistant geometry exists
through a group of sectional cast-iron
boilers. This interpolation is
inappropriate, and tests are required,
whenever irregular geometries exist
through a group or changes occur such
as addition or omission of baffles,
changes in design of intermediata
components, or changes in fire box
dimensions.

Provisions reflecting this change
appear at § 430.23(n). Whenever
measures of energy consumption for
middle-sized units determined by linear
interpolation do not agree with
measures of energy consumption
determined by actual testing, the values
determined by testing will be assumd
to be the more reliable values.

In order to explain linear interpolation
in detail, DOE will have available for
distribution after April 30,1979, a
document entitled "Determining
Measures of Energy Consumption for
Sectional Cast-Iron Boilers by Linear
Interpolation." Copies will be available
upon request by contacting James A.
Smith. Consumer Products Efficiency
Branch, Department of Energy, Mail
Station 2221C, 20 Massachusetts
Avenue. NW., Washington, D.C. 20545,
telephone 202-376-4814.

10. Effects of the design heating
requirement on number of units to be
tested Commenters provided data
which showed that different units of a
particular furnace basic model exhibited
only a small variation in efficiencies,
output and energy consumption while
operating under the same test
conditions. However, the small
variations in output called for very
different design heating requirements
because output of the different units
happened to fall on either side of a
division in the design heating
requirement charts provided in the DOE
test procedures. The different design
heating requirements lead to the
calculation of very different estimated
annual operation costs. Applying the
statistical criterion in the sampling plan
led to the conclusion that as many as 60
units of this basic model would need to
be tested. Those commenting contended
that it was unreasonable to base the
determination of the number of units to
be tested on a highly variable estimated
annual operating cost when in fact there
was very little difference in the test
measurements for those units. Since the
test procedures for vented home heating
equipment (not including furnaces]
utilize the same chart and calculation
procedure, these comments apply
equally to that product.
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DOE has reviewed the data and
agrees with these comments. In order to
avoid such problems for both vented
home heating equipment (not including
furnaces) and furnaces;'DOE is '
specifying that the energy consumption
and estimated annual operating costs
computed for each unit of the sample
shall be based on the design heating
requirement corresponding to the mean
of the heating capacities of the units of
the sample. This change eliminates the
possibility that a wide range of
estimated annual operating costs may
result when tests show only a small'
variation in heating 'capacity. Provisions
for this change appear in today's final
rule for furnaces at § 430.23(n)(6) and for
vented home heating equipment (not
including furnaces) at § 430.23(o)(2).

11. Consumer products used in
recreational vehicles. Commenters
requested DOE to clarify the question of
whether consumer products intended for
use in recreational v~hicles are intended
to be included among the products
covered by the test procedures.
Information provided by those
commenting argued that Congress
intended that consumer products used in
recreational vehicles be considered as
consumer products which, if covered at
all, would be included under the
provisions of 322(a)(14) of the Act
dealing with products other than the
thirteen types specifically identified and
covered by the existing test procedures.
Commenters noted that under the test
procedures represented values for
energy consumption or estimated annual
operating cost are to be based on
representative average use cycles which
are inappropriate for consumer products
used in recreational vehicles.

DOE has never intended that
consumer products manufactured and-
marketed products forexclusive use in
recreational vehicles be included in the
products covered by the test procedures
but was previously not aware of any
physical or functional differences which"
distinguish manufactured and marketed
for exclusive-use in recreational *
vehicles. These consumer products are "
distinguishable by characteristics such
as the capability of operating with a 12
volt direct current electrical supply, LP-
gas fittings and valves for energy input,
and special mounting brackets.

Consumer products iiianufactured and
marketed for exclusive use in
recreationalvehicles which, can be
distinguished from other consumer
products used in households and mobile
homed are not -included among the
consumer products covered- by the test
procedures. . -. , - , '. -',

12. Phraseology of today's. final rule.
Several commenters suggested a
particalar phraseology which described
sampling-plans utilizing one-sided
confidence limits more su1ccinctly than
the phraseology used in the preamble to
the proposed rule. Commenters
contended, and'DOE agrees, that there
are no substantive differences between
the two phraseologies. DOE is' adopting
the phraseology favored by the
commenters, finding it more succinct
and as understandable as the
phraseology used in, the proposal.

13. Miscellaneous. After careful
consideration of all of the comnients and
further consultation with FTC, DOE has
made some editorial and minor
technical changes that were not'
discussed above and incorporated them
in the final rule prescribed today.

C. Regulatory Analysis Review. The
proposed rule has been reviewed in '
accordance with Executive Order 12044
and DOE-Order 2030. From the
regulatory analysis performed, it was,
determined that the proposal was
significant in nature but did not have I
major impacts to manufacturers and
consumers (imposing annual economic
costs of $100 million or more).
[Energy Policy and Conservation Act, Pub. L.
94-163. as amended by Pub. L. 95--619: ,
Department of Energy Organization Act, Pub.L. 95-91). ,

In consideration of the foregoing, Part
430 of Chapter II of Title 10, Code of
Federal Regulations is amended as set
forth-below, effective May 14,1979.
. Issued in Washington, D.C., April 6,1979.
ora G. Walden.
Assistant Secretar Conservation and Solar Applications.

1. Part 430 of Chapter II of Title 10,
Code of Federal Regulations, is
amended by establishing a new § 430.23,.
to read as follows:

§ 430.23 Units to be Tested.
When testing of a covered product i'"

required to comply with'section 323(c) Of
the Act or to comply with rules
prescribed under section 324 of the Act,
a sample shall be selected and tested
comprised of units which are production
units, or are representative of
production units of the basic model
being tested, and shall meet the
following applicable criteria.,

(a](1) For each basic model 1 of,
electric refrigerators and electric
refrigerator-freezers, a sample of
sufficient size shall be tested to insire
that-

'Components of simnlar design may be.
substituted without reqtifring additional testing-if
the represented measures of energy consumption
continue to satisfy the applicable sampling - .
provisidn.

(i) Any represented value of estimated
annual operating cost energy
consumption or other measure of energy
consumption of a basic model for which
consumers would favor lower valueg
shall be no less than the higher of (A)
the mean of the sample or [B) the upper
95 percent confidence limit of the true
mean divided by 1.10, and

(i) Any represented value of the
energy factor or other measure of energy
consumption of a basic model for which
consumer would favor higher values
shall be no greater than the lower-f (A)
the mean of the sample or (B) the lower
95 percent confidence limit of the true
mean divided by .90.

(b)(1) For each basic model I of
freezers, a sdmple of sufficient size shall
be tested to insure that-

(i] Any represented value of estimated
annual operating cost, energy
consumption or other measure of energy
consumption of a basic model for which
consumers would favor lower values
shall,be no less than the higher of (A)
the mean of the sample or (B) the upper
95 percent confidence limit of the true
mean divided by 1.10, and

(i) Any represented value of the
energy factor or other measure of energy
consumption of a basic model for which
consumers would favor higher values
shall be no greater than the lower of (A)
the mean of the sample or (B) the lower
95 percent confidence limit of the true
mean divided by .90.

(c)(1) For each basic model I of
dishwashers, a sample of sufficient size
shall be tested to insure that-

(i) Any represented value of estimated
-annual operating cost, energy
consumption or other measure of energy
consumption of a basic model for which
consumers would favor lowe values
shall-be no less than the higher of (A)
the mean of the sample or (B) the upper:
97Y 'percent confidence limit of the true
mean divided by 1.05, and

(ii) Any represented value of the
energy factor or other measure of energy
consumption of a basic model for which
consumers would favor higher values
shall be no greater than the lower of (A)
the mean of the sample or (B) the lower
97 percent confidence limit of the true
mean divided by .95.

(d)(1) For each basic model I of
clothes dryers a sample of sufficient size
shall be tested to insure that-
(i) Any represented value of estimated

annual operating cost, energy
consumption or other measure of energy
consumptiQn of a basic model for which
consumers would favor lower values.
shall be no less. than the higher of (A)
themean of the sample or (B) the upper
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97 percent confidence limit of the true
mean divided by 1.05, and

(ii) Any represented value of the
energy factor or other measure of energy
consumption'of a basic model for which
consumers would favor higher values
shall be no greater than the lower of (A)
the mean of the sample or (B) the lower
97 percent confidence limit of the true
mean divided by .95.

(e)(1) For each basic model I of water
heaters, a sample of sufficient size shall
,be tested to insure that-

(i) Any represented value of estimated
annual operating cost, energy
consumption or other measure of energy
consumption of a basic model for which
consumers would favor lower values
shall be no less than the higher-of (A)
the mean of the sample or (B) the upper
95 percent confidence limit of the true
mean divided by 1.10, and

(ii) Any represented value of the
energy factor or other measure of energy
consumption of a basic model for which
consumers would favor higher values
shall he no greater than the lower of (A)
the mean of the sample or (B] the lower
95 percent confidence limit of the true
mean divided by .90.

(f){] For each basic model I of room
air conditioners, a sample of sufficient
size shall be tested to insure that-

(i) Any represented value of estimated
annual operating cost, energy
oonsumption or other measure of energy
consumption of a basic model for which
consumers would favor lower values
shall be no less than the higher of (A)
the mean of the sample or (B) the upper
97 -percent confidence limit of the true -
mean divided by 1.05, and

(ii) Any 'represented value of the
energy efficiency ratio or other measure
of energy consumption of a basic model
for which consumers would favor higher
values shall be no greater than the lower
of (A) the mean of the sample or (B) the
lower 97 percent confidence limit of
the trua mean divided by .95.

(g)(1) For each basic model 2 of
unvented home heating equipment (not
including furnaces), a sample-of
sufficient size shall be tested to insure
that-

(i) Any represented value of estimated
annual operating cost, energy
consumption or other measure of energy
consumption of a basic model for which
consumers would favor lower values
shaiLbe no less than the higher of (A)
the mean of the sample or (B) the upper
97 percent confidence limit of the true
mean divided by 1.075, and

(ii) Any represented value of the
annual fuel utilization efficiency or other
measure of energy consumption of a
basic model for which-consumers would

favor higher values shall be not greater
than the lower of (A] the mean of the
-sample or (B) the lower 971 percent
confidence limit of the true mean
divided by .925.

(h)(1) For each basic model I of
television sets, a sample of sufficient
size shall be tested to insure that-

(I) Any represented value of estimated
annual operating cost, energy
consumption or other measure of energy
consumption of a basic model for which
consumers would favor lower values
shall be no less than the higher of (A)
the mean of the sample or (B) the upper
97% percent confidence limit of the true
mean divided by 1.05, and

(ii) Any represented value of the
energy factor or other measure of energy
consumption of a basic model for which
consumers would favor higher values
shall be no greater than the lower of (A)
the mean of the sample or (B) the lower
97 percent confidence limit of the true
mean divided by .95.

(i)(1] Except as provided in paragraph
(i)(2) of this section, for each basic
model I of conventional cooking tops,
conventional ovens and microwave
ovens a sample of sufficient size shall be
tested to insure that-

(i] Any represented value of estimated
annual operating cost, energy
consumption or other measure of energy
consumption of a basic model for which
consumers would favor lower values
shall be no less than the higher of (A)
the mean of the sample or (B) the upper
97 percent confidence limit of the true
mean divided by 1.05, and

(i) Any represented value of the
energy factor or other measure of energy
consumption of a basic model for which
consumers would favor higher values
shall be no greater than the lower of (A)
the mean of the sample or (B) the lower
97 percent confidence limit of the true
mean divided by .95.

(2] Basic models need not be tested
which differ from other tested basic
models by only the design of oven doors
the use of which leads to improved
efficienc and decreased energy
consumption and estimated annual*
operating cost. Any represented values
of measures'of energy consumption for
basic models not tested shall be the
same as for the tested basic model.

J])(1) For each basic model I of clothes
washers, a sample of sufficient size shall
be tested to insure that-

(i) Any represented value of estimated
annual operating cost, energy
consumption or other measure of energy
consumption of a basic model for which
consumers would favor lower values
shall be n less than the higher of (A)
the mean of the sample or [B) the upper

97 percent confidence limit'of the true
mean divided by 1.05. and

(ill Any represented value of the
energy factor or other measure of energy
consumption of a baslInodelfor which
consumers would favor higher values
shall be no greater than the lower of (A)
the mean of the sample or (B) the lower
97/2 percent confidence limit of the true
mean divided by 95.

(k)(1) For each basic model I of
humidifiers, a sample of sufficient size
shall be tested to insure that-

(i) Any represented value of estimated
annual operating cost, energy
consumption or other measure of energy
consumption of a basic model for which
consumers would favor lower values
shall be no less than the higher of (A)
the mean of the sample or (B) the upper
971A percent confidence limit of the true
mean divided by 1.05, and

(if) Any represented value of the
energy factor or other measure of energy
consumption of a basic model for which
consumers would favor higher values
shall be no greater than the lower of (A)
the mean of the sample or (B) the lower
97 percent confidence limit of the true
mean divided by .96.

(1)(1) For each basic model' of
dehumidifier, a sample of sufficient size
shall be tested to insure that-

(i] Any represented value of estimated
annual operating cost, energy
consumption or other measure of energy
consumption of a basic model for which
consumers would favor lower values
shall be no less than the higher of (A)
the mean of the sample or (B] the upper
97 percent confidence limit of the true
mean divided by 1.10, and

(ii) Any represented value of the
energy factor or other measure of energy
consumption of a basic model for which
consumers would favor higher values
shall be no greater than the lower of (A)
the mean of the sample or (B) the lower
97 percent confidence limit of the true
mean divided by .90.

(in) Reserved for central air
conditioners.

(n)(1) For each basic model' of
furnaces, other than basic models of
those sectional cast-iron boilers which
may be aggregated into groups having
identical intermediate sections and
combustion chambers, a sample of
sufficient size shall be tested to insure
that-

(i) Any represented value of estimated
annual operating cost, energy
consumption or other measure of energy
consumption of a basic model for which
consumers would favor lower values
shall be no less than the higher of CAI
the mean of the sample or (B) the upper

v I I I
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97V2 percent confidence limit of the true
mean divided by 1.05, and

(i) Any'represented value of the
annual fuel UtilizatiOn efficiency or other
measure of energy consumptionof a
basic model for which consumers would
favor higher values shall be no greater
than (A) the mean of the sample or (B)
the lower 97% percent confidende limit
of the true mean divided by .95.

(2) For the lowest capacity basic
model t of a group of basic models of
those sectional cast-iron boilers having
identical intermediate .sections and
combustion chiambers, a sample of
sufficient size shall be tested to insure
that-

(i) Any represented-value of estimated
annual operating cost, energy
consumption or other measure of energy
consumption of a basic model for which
consumers would favor lower values
shall be no less than the higher of (A)
the mean of the sample or (B) the upper
97 percent confidence limit of the true
mean divided by 1.05, and

(ii) Any represented value of the fuel
utilization efficiency or other measure of
energy consumption of a basic'model for
which consumers would favor higher
values shall be no greater than the lower
of (A) the mean of the sample or (B) the
lower 97Y2 percent confidence limit of
the true mean'divided by .95. -

(3) For the highest capacity basic
model' of a group of basic models of
those sectional cast-iron boilers having
identical Intermediate sections and
combustion chambers, a sample of
sufficient size shall be tested to insure
that-

(i) Any represented value of estimated
annual operating cost, energy
consumption or other measure of energy
consumption of a basic model for which
consumers would favor lower values
shaHl be no less than the higher of (A)
the mean of the sample or (B) the upper
97V2 percent confidence limit of the true
mean divided by 1.05, and

(ii) Any represented value of the fuel
utilization efficiency or other measure of
energy consumption of a basic model for
which consumers would favor higher
values shall be no greater than the lower
of (A) the-mean of the sample or (B) the
lower 97V percent confidence limit of
the true mean divided by .95.

(4) For basic models 1 of capacity other
than the highest or lowest of the group
of basic models I of sectional cast iron
boilers having identical intermediate
sections and. combustion chhmbers,
represented values of measures of
energy consumption shall be determined
by either-

(i) A linear interpolation of data
obtained for the smallest and largest
,capacity units of the family, or

(ii) Testing a sample of sufficient size
to insure that (A) any represented value
of estimated annual operating cost,
energy consumption or other measure of
energy consumption of a basic model for
which consumers would favor lower
values shall be no less than the higher of
(1) the mean of the sample or (2) the

- upper 97 percent confidence limit of
the true mean divided by1.05, and (B)
any represented value of the energy
factor or other measure 6f energy •
consumption of a basic model for which
consumer would favor higher values
shall be no greater than the lower of (1)
the mean of the sample or (2) the lower
97 percent confidence limit of the true
mean divided by .95.

(5) Whenever measures of energy
consumption deterniined by linear
interpolation do not agree with
measures of energy consumption
determined by actual testing, the values
determined by testing will be assumed
to be the more reliable values.
(6) In calculating the measures of

energy consumption, for each unit tested
use the design heating requirement'
corresponding to the mean of the
capacities of the units of the sample.

(o)(1) For each basic model1 of vented
home heating equipment (not including
furnaces) a sample of sufficient size
shall be tested to insure that-

(i) Any represented value of estimated
annual operating cost, energy
consumption or other measure of energy
consumption of a basic model for which
consumers would favor lower values
shall be no less than the higher of (A)
the mean of the sample or (B) the upper
972 percent confidence limit of the true
mean divided by 1.05, and

(ii) Any represented value of the fuel
utilization efficiency or other measure of
energy consumption of a basic model for
which consumers would favor higher
values shall be no greater than the lower
of (A) the mean of the sample dr (B) the
lower 97 percent confidence limit of
the true mean divided by .95.

(2) In calculating the measures of
energy consumption for each unit tested
use the design heating requirement
corresponding to the mean of the.
capacities of the units of the sample.

§ 430.24 [Amended]

2. In Part 430 of Chapter 11 of Title 10,
Code of Federal Regulations, § 430.24 is
amended by deleting and reserving
paragraphs (a) through (1), and
paragraphs (n) and (o). Paragaph (in) is
retained in full.

3. In Part 430 of Chapter II of Title 10,
Code of Federal Regulations, parngraph
2.2.2.4 is added to appendix I to read as
follows:

Appendix I-Uniform Test Method For
Measuring the Energy Consumption.of
Conventional Ranges, Conventional Cooking ,
Tops, Conventional Ovens, Microwave
Ovens and Microwave/Conventional Ranges

2.2.2.4 Test gas. A basic model of a
convertible cooking appliance shall be tested
with natural gas, but may also be tested with
propane. Any basic model of a conventional
range, conventional cooking top, or
.conventional oven which Is designed to
operate using only natural gas as the energy
source must be tested with natural gas. Any
basic model of a conventional range,
conventional cooking top, or conventional
oven which is designed to operate using only
LP gas as the gas energy source must be
tested with propane gas.
[FR Doc. 79-11437 Filed 4-11-79:8:45 am]
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OFFICE OF MANAGEMENT AND
BUDGET

Cumulative Report on Rescissions and.
Deferrals; April 1979

This report is submitted in fulfillment
of the requirements of Section 1014(e) of
the Impoundment C6ntrol Act of 1974
(Public Law 93-344). Section 1014(e)
provides for a monthly report listing all
budget authority for this fispal year with
respect to which, as of the first day of
the month, a special message has been
transmitted to the Congress.

This month's report gives the status as
of April 1, 1979, of 11 rescissions and 52
deferrals contained in the first seven
special messages of FY 1979. These
messages were transmitted to the
Congress on October 2, November 30,
December 7, December 12, 1978, January
31, February 14, and March 15,1979.

Rescisslons (Table A and Attachment A)

Congressional action has been
completed on all FY 1979 rescission
proposals. Table A summarizes the
status of rescissions proposed by the
President as of April 1, 1979, while
Attachment A shows'the history and
status of each rescission proposed
during FY 1979.

Deferrals (Table B and Attachment B)

As of April 1, 1979,'$2,789.5 million in
1979 budget authority was being
deferred from.obligation and another
$2.1 million in 1979 obigations was being
deferred from expenditure, Table B
summarizes the status of deferrals
reported by the President, and
Attachment B shows the history-and
status of each deferral reported during
FY 1979.

Information from Special Messages

The special messages containing
information on each of the rescissions
and deferrals covered by the cumulative
report are Contained in the Federal
Registers of.
Wednesday, October 11, 1978 (Vol. 43, jNo.

197, Part 11)
Wednesday. December 6, 1978 (VoL 43, No.

235, Part Il)
Wednesday, December 13,1978 (Vol. 43, No.

240, Part VI)
Monday, December18, 1978 (Vol. 43, No. 243,

Part VI)
Monday, February 5,1978 (Vol" 44, No. 25,

Part VI)
Wednesday, February 21,1978 (Vol. 44, No.

30, Part VII)

Tuesday, March 20,1978 (Vol. 44,No. 55, Part

James T. McIntyre, Jr,
Director.

STATUS OF 1979 RESCISSION PROPOSALS
Amount (in
milltions of

dollars)
Rescissions pioposed by the-President-. * $908.

Accepted by the Congress ... _ ___ --723.6
Rejected by the Congress _. • -185.1

Pending before the Congrees e .

Table B.-Satus of 1979 Deffeals
- Amount Un

millions of
dollars)

Deferrals proposed by the IresidenL . . $4,099.0
Routine Executive releases (-$1,2921 Mi-

lion) and adjustments (-8.6 rllion) through
April 1. 1979- ............ . . -1,300.7

- Overturned by the Congress ....... . -6.6

Currently before the Congress. . .. d $2 7 91.7
I This amount Is net of a $6.0 million reduction proposed in

a Small Business Administration rescission (R79-1A).
. This amount is contained In an enrolled rescission bill

(H.R. 2439) which was awaiting Presidential action as of
April L.

c Report language accompanying H.R. 2439. the Budget
Rescission Bill, 1979. suggested deferrin $30.0 million of
these funds and recommended another $'1.0 million for
deferral and transfer. Accordiny, $51.0 million is being
withheld and will be recommended to the President for-
deferral in a special message to be transmitted to the
Congress.

d This amount includes S2_1 million in outlays for a
Department of Treasury deferral (079-25B].
BILUNG CODE 3110-0J-M
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Reader Aids Federal Registac

VoL 44, No. 73

Friday, April 13, 1979

INFORMATION AND ASSISTANCE CUMULATIVE LIST OF CFR PARTS
AFFECTED DURING APRIL

Questions and requests for specific information may be direct
to the following numbers. General inquiries may be made by
dialing 202-523-5240.
Federal Register, Daily Issue:

-202-783-3238 Subscription orders (GPO)
202-275-3054 Subscription problems (GPO) "Dial-a-Reg"

(recorded summary of highlighted document
appearing in next day's issue).

202-523-5022 Washington. D.C.
312-663-0884 Chicago, m.
213-688-6694 Los Angeles, Calif.
202-523-3187 Scheduling of documents for publication

523-5240 Photo copies of documents appearing in the
Federal Register.

523-5237 Corrections
523-5215 Public Inspection Desk
523-5227 Finding Aids

- 523-5235 Public Briefings: "How To Use the Federal
Register."

Code of Federal Regulations
523-3419
523-3517

.523-5227 Finding Aids

PRESIDENTIAL PAPERS:

523-5235 Weekly Compilation of Presidential Documen
523-5235 Index

PUBUC LAWS:
523-5266 Slip Laws
523-5282
523-5266 U.S. S
523-5282
523-5266 Index
523-5282
523-3408 Autorn
-523-4534 Specia

tatutes at Large

ation
I Projects

FEDERAL REGISTER PAGES AND DATES, APRIL

19181-19364 .......... . 2
19365-20053 ........ ............ 3
20055-20393 ....................... 4
20395-20624 ....................... 5
20625-20998 ....................... 6
20999-21240 ............ *-. ........ 9
21241-21606 ....................... 10
21607-21756 .................... 11
21757-22024 ...................... 12
22025-22432 .................... 13

1 CFR
ChI 19181

51 ......

3 CFR
AdminIstrative Orders

s Presdential
Deterrnrations:

April 6, 1979-.....21245
Proclamations:
3279 (Amended by
Proc. 4655 ...... .21243
4652.--.19369
4653.........20999
4654.- - - -............21241

4655 .... 21243
4656- . .........-....... 21757
4657_.__.... . 22025

Executive Orders:
11636 (Amended by
EO 12128)- -. 20625
12107 (Amended by
EO 12128) .20625
12127.... 19367
12128... ... 20625
12129--......-...... -:+ 21001

12130.............. 22027
is.

4 CFR
416.-.--..20443

5 CFR
213- 20701, 21247-21251
230.. _ _ 20701
250. 20701
300-... . 20701
302......... 20701
315 ........ 20701
316.--.. 20701
340. 20698
351-.- -. 20701
410 .......... 20701
531- - _ _........ ..... 2701

591---....-20701
72.-. - ---. 22029

737 -... .- 19974
890. . ......-- . ......20698

7 CFR
1 ........... .215

6 ................ 22037
15a.. ..... . . 21607226... 21252

227..__._ 20627
905._........2l759

907......20395, 21619, 21760
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AGENCY PUBLICATION ON ASSIGNED DAYS OF THE WEEK

The following agencies have agreed to publish all- This is a voluntary program. (See OFR NOTICE
documents on two assigned days of the week FR 32914, August 6, 1976.)
(Monday/Thursday or Tuesday/Friday).

Monday Tuesday Wednesday Thursday Friday
DOT/COAST GUARD USDA/ASCS- DOT/COAST GUARD USDA/ASCS
DOT/NHTSA USDA/APHIS - DOT/NHTSA USDA/APHIS
DOT/FAA USDA/FNS DOT/FAA USDA/FNS
DOT/OHMO USDA/FSQS DOT/OHMO USDA/FSQS
DOT/OPSO USDA/REA DOT/OPSO USDA/REA
CSA MSPB*/OPM* CSA MSPB*/OPM*

LABOR LABOR
HEW/FDA HEW/FDA

Documents normally scheduled for publication on Comments on this program are still invited. *NOTE. As of January 1, 1979, the Merit
a day that will be a Federal holiday will be Comments should be submitted to the Systems Protection Board (MSPB) and the
published the next-work day following the Day-of-the-Week Program Coordinator. Office of Office of Personnel Management (OPM) will
holiday., the Federal Register, National Archives and publish on the Tuesday/Friday schedule.

Records- Service, General Services Administration, (MSPB and OPM are successor agencies to
Washington, D.C. 20408 the Civil Service Commission.)

REMINDERS

The items in this list were editorially compiled as an aid to Federal
Register users. Inclusion or exclusion from this list has no legal
significance. Since this list is intended as a reminder, it does not
Include effective dates that occur within 14 days of publication.

Rules Going Into Effect Today

FEDERAL HOME LOAN BANK BOARD
15647 3-15-79 /Liquidity and investment operations

Rules Going Into Effect Sunday, April 15, 1979
FEDERAL DEPOSIT INSURANCE CORPORATION

17995 3-96-79 / Remote service facilities; procedures for
establishment
LABOR DEPARTMENT
Federal Mediation and Conciliation Service -

13008 3-9-79 / Arbitration service provisions

List of Public Laws
Note: No public bills which have become law were received by the
Office of the Federal Register for inclusion in today's List of Public
Laws.
Last Listing April 12,1979


